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SUBCHAPTER G—OCCUPATIONAL SAFETY AND HEALTH 
RESEARCH AND RELATED ACTIVITIES 

PART 80 [RESERVED] 

PART 81—GUIDELINES FOR DETER-
MINING PROBABILITY OF CAU-
SATION UNDER THE ENERGY EM-
PLOYEES OCCUPATIONAL ILL-
NESS COMPENSATION PRO-
GRAM ACT OF 2000 
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Sec. 
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Probability of Causation 

81.20 Required use of NIOSH-IREP. 
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IREP. 
81.23 Guidelines for cancers for which pri-

mary site is unknown. 
81.24 Guidelines for leukemia. 
81.25 Guidelines for claims involving two or 

more primary cancers. 

APPENDIX A TO PART 81—GLOSSARY OF ICD–9 
CODES AND THEIR CANCER DESCRIPTIONS. 

AUTHORITY: 42 U.S.C. 7384n(c); E.O. 13179, 65 
FR 77487, 3 CFR, 2000 Comp., p. 321. 

SOURCE: 67 FR 22309, May 2, 2002, unless 
otherwise noted. 

Subpart A—Introduction 
§ 81.0 Background. 

The Energy Employees Occupational 
Illness Compensation Program Act 
(EEOICPA), 42 U.S.C. 7384–7385 [1994, 
supp. 2001], provides for the payment of 
compensation benefits to covered em-
ployees and, where applicable, sur-
vivors of such employees, of the United 
States Department of Energy, its pred-
ecessor agencies and certain of its con-
tractors and subcontractors. Among 
the types of illnesses for which com-
pensation may be provided are cancers. 
There are two categories of covered 
employees with cancer under EEOICPA 
for whom compensation may be pro-
vided. The regulations that follow 
under this part apply only to the cat-
egory of employees described under 
paragraph (a) of this section. 

(a) One category is employees with 
cancer for whom probability of causa-
tion must be estimated or determined, 
as required under 20 CFR 30.115. 

(b) The second category is members 
of the Special Exposure Cohort seeking 
compensation for a specified cancer, as 
defined under EEOICPA. The U.S. De-
partment of Labor (DOL) which has 
primary authority for implementing 
EEOICPA, has promulgated regulations 
at 20 CFR 30.210 et seq. that identify 
current members of the Special Expo-
sure Cohort and requirements for com-
pensation. Pursuant to section 7384(q) 
of EEOICPA, the Secretary of HHS is 
authorized to add additional classes of 
employees to the Special Exposure Co-
hort. 

§ 81.1 Purpose and Authority. 
(a) The purpose of this regulation is 

to establish guidelines DOL will apply 
to adjudicate cancer claims for covered 
employees seeking compensation for 
cancer, other than as members of the 
Special Exposure Cohort seeking com-
pensation for a specified cancer. To 
award a claim, DOL must first deter-
mine that it is at least as likely as not 
that the cancer of the employee was 
caused by radiation doses incurred by 
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the employee in the performance of 
duty. These guidelines provide the pro-
cedures DOL must apply and identify 
the information DOL will use. 

(b) Section 7384(n)(b) of EEOICPA re-
quires the President to promulgate 
these guidelines. Executive Order 13179 
assigned responsibility for promul-
gating these guidelines to the Sec-
retary of HHS. 

§ 81.2 Provisions of EEOICPA con-
cerning this part. 

EEOICPA imposes several general re-
quirements concerning the develop-
ment of these guidelines. It requires 
that the guidelines produce a deter-
mination as to whether it is at least as 
likely as not (a 50% or greater prob-
ability) that the cancer of the covered 
employee was related to radiation 
doses incurred by the employee in the 
performance of duty. It requires the 
guidelines be based on the radiation 
dose received by the employee, incor-
porating the methods of dose recon-
struction to be established by HHS. It 
requires determinations be based on 
the upper 99 percent confidence inter-
val (credibility limit) of the prob-
ability of causation in the 
RadioEpidemiological tables published 
under section 7(b) of the Orphan Drug 
Act (42 U.S.C. 241 note), as such tables 
may be updated. EEOICPA also re-
quires HHS consider the type of cancer, 
past health-related activities, the risk 
of developing a radiation-related can-
cer from workplace exposure, and other 
relevant factors. Finally, it is impor-
tant to note EEOICPA does not include 
a requirement limiting the types of 
cancers to be considered radiogenic for 
these guidelines. 

Subpart B—Definitions 
§ 81.4 Definition of terms used in this 

part. 
(a) Covered employee, for purposes of 

this part, means an individual who is 
or was an employee of DOE, a DOE con-
tractor or subcontractor, or an atomic 
weapons employer, and for whom DOL 
has requested HHS to perform a dose 
reconstruction. 

(b) Dose and dose rate effectiveness fac-
tor (DDREF) means a factor applied to 
a risk model to modify the dose-risk 

relationship estimated by the model to 
account for the level of the dose and 
the rate at which the dose is incurred. 
As used in IREP, a DDREF value of 
greater than one implies that chronic 
or low doses are less carcinogenic per 
unit of dose than acute or higher doses. 

(c) Dose-response relationship means a 
mathematical expression of the way 
that the risk of a biological effect (for 
example, cancer) changes with in-
creased exposure to a potential health 
hazard (for example, ionizing radi-
ation). 

(d) EEOICPA means the Energy Em-
ployees Occupational Illness Com-
pensation Program Act of 2000, 42 
U.S.C. §§ 7384–7385 [1994, supp. 2001]. 

(e) Equivalent dose means the ab-
sorbed dose in a tissue or organ multi-
plied by a radiation weighting factor to 
account for differences in the effective-
ness of the radiation in inducing can-
cer. 

(f) External dose means the portion of 
the equivalent dose that is received 
from radiation sources outside of the 
body. 

(g) Interactive RadioEpidemiological 
Program (IREP) means a computer soft-
ware program that uses information on 
the dose-response relationship, and spe-
cific factors such as a claimant’s radi-
ation exposure, gender, age at diag-
nosis, and age at exposure to calculate 
the probability of causation for a given 
pattern and level of radiation exposure. 

(h) Internal dose means the portion of 
the equivalent dose that is received 
from radioactive materials taken into 
the body. 

(i) Inverse dose rate effect means a 
phenomenon in which the protraction 
of an exposure to a potential health 
hazard leads to greater biological ef-
fect per unit of dose than the delivery 
of the same total amount in a single 
dose. An inverse dose rate effect im-
plies that the dose and dose rate effec-
tiveness factor (DDREF) is less than 
one for chronic or low doses. 

(j) Linear energy transfer (LET) means 
the average amount of energy trans-
ferred to surrounding body tissues per 
unit of distance the radiation travels 
through body tissues (track length). 
Low LET radiation is typified by 
gamma and x rays, which have high 
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penetrating capabilities through var-
ious tissues, but transfer a relatively 
small amount of energy to surrounding 
tissue per unit of track length. High 
LET radiation includes alpha particles 
and neutrons, which have weaker pene-
trating capability but transfer a larger 
amount of energy per unit of track 
length. 

(k) NIOSH means the National Insti-
tute for Occupational Safety and 
Health, Centers for Disease Control and 
Prevention, United States Department 
of Health and Human Services. 

(l) Non-radiogenic cancer means a type 
of cancer that HHS has found not to be 
caused by radiation, for the purposes of 
this regulation. 

(m) Primary cancer means a cancer 
defined by the original body site at 
which the cancer was incurred, prior to 
any spread (metastasis) to other sites 
in the body. 

(n) Probability of causation means the 
probability or likelihood that a cancer 
was caused by radiation exposure in-
curred by a covered employee in the 
performance of duty. In statistical 
terms, it is the cancer risk attributable 
to radiation exposure divided by the 
sum of the baseline cancer risk (the 
risk to the general population) plus the 
cancer risk attributable to the radi-
ation exposure. 

(o) RadioEpidemiological Tables means 
tables that allow computation of the 
probability of causation for various 
cancers associated with a defined expo-
sure to radiation, after accounting for 
factors such as age at exposure, age at 
diagnosis, and time since exposure. 

(p) Relative biological effectiveness 
(RBE) means a factor applied to a risk 
model to account for differences be-
tween the amount of cancer effect pro-
duced by different forms of radiation. 
For purposes of EEOICPA, the RBE is 
considered equivalent to the radiation 
weighting factor. 

(q) Risk model means a mathematical 
model used under EEOICPA to esti-
mate a specific probability of causa-
tion using information on radiation 
dose, cancer type, and personal data 
(e.g., gender, smoking history). 

(r) Secondary site means a body site to 
which a primary cancer has spread 
(metastasized). 

(s) Specified cancer is a term defined 
in § 7384(l)(17) of EEOICPA and 20 CFR 
30.5(dd) that specifies types of cancer 
that, pursuant to 20 CFR part 30, may 
qualify a member of the Special Expo-
sure Cohort for compensation. It in-
cludes leukemia (other than chronic 
lymphocytic leukemia), multiple 
myeloma, non-Hodgkin’s lymphoma, 
renal cancers, and cancers of the lung 
(other than carcinoma in situ diag-
nosed at autopsy), thyroid, male 
breast, female breast, esophagus, stom-
ach, pharynx, small intestine, pan-
creas, bile ducts, gall bladder, salivary 
gland, urinary bladder, brain, colon, 
ovary, liver (not associated with cir-
rhosis or hepatitis B), and bone. 

(t) Uncertainty is a term used in this 
rule to describe the lack of precision of 
a given estimate, the extent of which 
depends upon the amount and quality 
of the evidence or data available. 

(u) Uncertainty distribution is a statis-
tical term meaning a range of discrete 
or continuous values arrayed around a 
central estimate, where each value is 
assigned a probability of being correct. 

(v) Upper 99 percent confidence interval 
is a term used in EEOICPA to mean 
credibility limit, the probability of 
causation estimate determined at the 
99th percentile of the range of uncer-
tainty around the central estimate of 
probability of causation. 

Subpart C—Data Required To 
Estimate Probability of Causation 

§ 81.5 Use of personal and medical in-
formation. 

Determining probability of causation 
may require the use of the following 
personal and medical information pro-
vided to DOL by claimants under DOL 
regulations 20 CFR part 30: 

(a) Year of birth 
(b) Cancer diagnosis (by ICD–9 code) 

for primary and secondary cancers 
(c) Date of cancer diagnosis 
(d) Gender 
(e) Race/ethnicity (if the claim is for 

skin cancer or a secondary cancer for 
which skin cancer is a likely primary 
cancer) 

(f) Smoking history (if the claim is 
for lung cancer or a secondary cancer 
for which lung cancer is a likely pri-
mary cancer) 
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1 NIOSH-IREP is available for public re-
view on the NIOSH homepage at: 
www.cdc.gov/niosh/ocas/ocasirep/html. 

1a Ron E, Lubin JH, Shore RE, et al. ‘‘Thy-
roid cancer after exposure to external radi-
ation: a pooled analysis of seven studies.’’ 
Radiat. Res. 141:259–277, 1995. 

§ 81.6 Use of radiation dose informa-
tion. 

Determining probability of causation 
will require the use of radiation dose 
information provided to DOL by the 
National Institute for Occupational 
Safety and Health (NIOSH) under HHS 
regulations 42 CFR part 82. This infor-
mation will include annual dose esti-
mates for each year in which a dose 
was incurred, together with uncer-
tainty distributions associated with 
each dose estimate. Dose estimates 
will be distinguished by type of radi-
ation (low linear energy transfer 
(LET), protons, neutrons, alpha, low- 
energy x-ray) and by dose rate (acute 
or chronic) for external and internal 
radiation dose. 

Subpart D—Requirements for Risk 
Models Used To Estimate 
Probability of Causation 

§ 81.10 Use of cancer risk assessment 
models in NIOSH IREP. 

(a) The risk models used to estimate 
probability of causation for covered 
employees under EEOICPA will be 
based on risk models updated from the 
1985 NIH Radioepidemiological Tables. 
These 1985 tables were developed from 
analyses of cancer mortality risk 
among the Japanese atomic bomb sur-
vivor cohort. The National Cancer In-
stitute (NCI) and Centers for Disease 
Control and Prevention (CDC) are up-
dating the tables, replacing them with 
a sophisticated analytic software pro-
gram. This program, the Interactive 
RadioEpidemiological Program 
(IREP) 1, models the dose-response rela-
tionship between ionizing radiation 
and 33 cancers using morbidity data 
from the same Japanese atomic bomb 
survivor cohort. In the case of thyroid 
cancer, radiation risk models are based 
on a pooled analysis of several inter-
national cohorts 1a. 

(b) NIOSH will change the risk mod-
els in IREP, as needed, to reflect the 

radiation exposure and disease experi-
ences of employees covered under 
EEOICPA, which differ from the expe-
riences of the Japanese atomic bomb 
survivor cohort. Changes will be incor-
porated in a version of IREP named 
NIOSH-IREP, specifically designed for 
adjudication of claims under EEOICPA. 
Possible changes in IREP risk models 
include the following: 

(1) Addition of risk models to IREP, 
as needed, for claims under EEOICPA 
(e.g., malignant melanoma and other 
skin cancers) 

(2) Modification of IREP risk models 
to incorporate radiation exposures 
unique to employees covered by 
EEOICPA (e.g., radon and low energy x 
rays from employer-required medical 
screening programs, adjustment of rel-
ative biological effectiveness distribu-
tions based on neutron energy). 

(3) Modification of IREP risk models 
to incorporate new understanding of 
radiation-related cancer effects rel-
evant to employees covered by 
EEOICPA (e.g., incorporation of in-
verse dose-rate relationship between 
high LET radiation exposures and can-
cer; adjustment of the low-dose effect 
reduction factor for acute exposures). 

(4) Modification of IREP risk models 
to incorporate new understanding of 
the potential interaction between can-
cer risk associated with occupational 
exposures to chemical carcinogens and 
radiation-related cancer effects. 

(5) Modification of IREP risk models 
to incorporate temporal, race and eth-
nicity-related differences in the fre-
quency of certain cancers occurring 
generally among the U.S. population. 

(6) Modifications of IREP to facili-
tate improved evaluation of the uncer-
tainty distribution for the probability 
of causation for claims based on two or 
more primary cancers. 

§ 81.11 Use of uncertainty analysis in 
NIOSH-IREP. 

(a) EEOICPA requires use of the un-
certainty associated with the prob-
ability of causation calculation, spe-
cifically requiring the use of the upper 
99% confidence interval (credibility 
limit) estimate of the probability of 
causation estimate. As described in the 
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2 Draft Report of the NCI-CDC Working 
Group to Revise the 1985 NIH 
Radioepidemiological Tables, May 31, 2000, p. 
17–18, p. 22–23. 

NCI document, 2 uncertainty from sev-
eral sources is incorporated into the 
probability of causation calculation 
performed by NIOSH-IREP. These 
sources include uncertainties in esti-
mating: radiation dose incurred by the 
covered employee; the radiation dose- 
cancer relationship (statistical uncer-
tainty in the specific cancer risk 
model); the extrapolation of risk (risk 
transfer) from the Japanese to the U.S. 
population; differences in the amount 
of cancer effect caused by different ra-
diation types (relative biological effec-
tiveness or RBE); the relationship be-
tween the rate at which a radiation 
dose is incurred and the level of cancer 
risk produced (dose and dose rate effec-
tiveness factor or DDREF); and, the 
role of non-radiation risk factors (such 
as smoking history). 

(b) NIOSH-IREP will operate accord-
ing to the same general protocol as 
IREP for the analysis of uncertainty. 
It will address the same possible 
sources of uncertainty affecting prob-
ability of causation estimates, and in 
most cases will apply the same assump-
tions incorporated in IREP risk mod-
els. Different procedures and assump-
tions will be incorporated into NIOSH- 
IREP as needed, according to the cri-
teria outlined under § 81.10. 

§ 81.12 Procedure to update NIOSH- 
IREP. 

(a) NIOSH may periodically revise 
NIOSH-IREP to add, modify, or replace 
cancer risk models, improve the mod-
eling of uncertainty, and improve the 
functionality and user-interface of 
NIOSH-IREP. 

(b) Revisions to NIOSH-IREP may be 
recommended by the following sources: 

(1) NIOSH, 
(2) The Advisory Board on Radiation 

and Worker Health, 
(3) Independent reviews of NIOSH- 

IREP or elements thereof by scientific 
organizations (e.g., National Academy 
of Sciences), 

(4) DOL, 
(5) Public comment. 
(c) NIOSH will submit substantive 

changes to NIOSH-IREP (changes that 

would substantially affect estimates of 
probability of causation calculated 
using NIOSH-IREP, including the addi-
tion of new cancer risk models) to the 
Advisory Board on Radiation and 
Worker Health for review. NIOSH will 
obtain such review and address any 
recommendations of the review before 
completing and implementing the 
change. 

(d) NIOSH will inform the public of 
proposed changes provided to the Advi-
sory Board for review. HHS will pro-
vide instructions for obtaining relevant 
materials and providing public com-
ment in the notice announcing the Ad-
visory Board meeting, published in the 
FEDERAL REGISTER. 

(e) NIOSH will publish periodically a 
notice in the FEDERAL REGISTER in-
forming the public of proposed sub-
stantive changes to NIOSH-IREP cur-
rently under development, the status 
of the proposed changes, and the ex-
pected completion dates. 

(f) NIOSH will notify DOL and pub-
lish a notice in the FEDERAL REGISTER 
notifying the public of the completion 
and implementation of substantive 
changes to NIOSH-IREP. In the notice, 
NIOSH will explain the effect of the 
change on estimates of probability of 
causation and will summarize and ad-
dress relevant comments received by 
NIOSH. 

(g) NIOSH may take into account 
other factors and employ other proce-
dures than those specified in this sec-
tion, if circumstances arise that re-
quire NIOSH to implement a change 
more immediately than the procedures 
in this section allow. 

Subpart E—Guidelines To Estimate 
Probability of Causation 

§ 81.20 Required use of NIOSH-IREP. 
(a) NIOSH-IREP is an interactive 

software program for estimating prob-
ability of causation for covered em-
ployees seeking compensation for can-
cer under EEOICPA, other than as 
members of the Special Exposure Co-
hort seeking compensation for a speci-
fied cancer. 

(b) DOL is required to use NIOSH- 
IREP to estimate probability of causa-
tion for all cancers, as identified under 
§§ 81.21 and 81.23. 
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3 The International Classification of Dis-
eases Clinical Modification (9th Revision) 
Volume I&II. [1991] Department of Health 

and Human Services Publication No. (PHS) 
91–1260, U.S. Government Printing Office, 
Washington D.C. 

§ 81.21 Cancers requiring the use of 
NIOSH-IREP. 

(a) DOL will calculate probability of 
causation for all cancers, except chron-
ic lymphocytic leukemia as provided 
under § 81.30, using NIOSH-IREP. 

(b) Carcinoma in situ (ICD–9 codes 
230–234), neoplasms of uncertain behav-
ior (ICD–9 codes 235–238), and neo-
plasms of unspecified nature (ICD–9 
code 239) are assumed to be malignant, 
for purposes of estimating probability 
of causation. 

(c) All secondary and unspecified 
cancers of the lymph node (ICD–9 code 
196) shall be considered secondary can-
cers (cancers resulting from metastasis 
of cancer from a primary site). For 
claims identifying cancers of the 
lymph node, Table 1 in § 81.23 provides 
guidance for assigning a primary site 
and calculating probability of causa-
tion using NIOSH-IREP. 

§ 81.22 General guidelines for use of 
NIOSH-IREP. 

DOL will use procedures specified in 
the NIOSH-IREP Operating Guide to 
calculate probability of causation esti-
mates under EEOICPA. The guide pro-
vides current, step-by-step instructions 

for the operation of IREP. The proce-
dures include entering personal, diag-
nostic, and exposure data; setting/con-
firming appropriate values for vari-
ables used in calculations; conducting 
the calculation; and, obtaining, evalu-
ating, and reporting results. 

§ 81.23 Guidelines for cancers for 
which primary site is unknown. 

(a) In claims for which the primary 
cancer site cannot be determined, but a 
site of metastasis is known, DOL will 
calculate probability of causation esti-
mates for various likely primary sites. 
Table 1, below, indicates the primary 
cancer site(s) DOL will use in NIOSH- 
IREP when the primary cancer site is 
unknown. 

TABLE 1 

Primary cancers (ICD–9 codes 3) for 
which probability of causation is to be 
calculated, if only a secondary cancer 
site is known. ‘‘M’’ indicates cancer 
site should be used for males only, and 
‘‘F’’ indicates the cancer site should be 
used for females only. A glossary of 
cancer descriptions for each ICD–9 code 
is provided in appendix A to this part. 

Secondary cancer (ICD–9 code) ICD–9 code of likely primary cancers 

Lymph nodes of head, face and neck (196.0) ... 141, 142 (M), 146 (M), 149 (F), 161 (M), 162, 172, 173, 174 (F), 193 (F). 
Intrathoracic lymph nodes (196.1) ..................... 150 (M), 162, 174 (F). 
Intra-abdominal lymph nodes (196.2) ................ 150 (M), 151 (M), 153, 157 (F), 162, 174 (F), 180 (F), 185 (M), 189, 202 (F). 
Lymph nodes of axilla and upper limb (196.3) .. 162, 172, 174 (F). 
Inguinal and lower limb lymph nodes (196.5) .... 154 (M), 162, 172, 173 (F), 187 (M). 
Intrapelvic lymph nodes (196.6) ......................... 153 (M), 154 (F), 162 (M), 180 (F), 182 (F), 185 (M), 188. 
Lymph nodes of multiple sites (196.8) ............... 150 (M), 151 (M), 153 (M), 162, 174 (F). 
Lymph nodes, site unspecified (196.9) .............. 150 (M), 151, 153, 162, 172, 174 (F), 185 (M). 
Lung (197.0) ....................................................... 153, 162, 172 (M), 174 (F), 185 (M), 188 (M), 189. 
Mediastinum (197.1) ........................................... 150 (M), 162, 174 (F). 
Pleura (197.2) ..................................................... 150 (M), 153 (M), 162, 174 (F), 183 (F), 185 (M), 189 (M). 
Other respiratory organs (197.3) ........................ 150, 153 (M), 161, 162, 173 (M), 174 (F), 185 (M), 193 (F). 
Small intestine, including duodenum (197.4) ..... 152, 153, 157, 162, 171, 172 (M), 174 (F), 183 (F), 189 (M). 
Large intestine and rectum (197.5) .................... 153, 154, 162, 174 (F), 183 (F), 185 (M). 
Retroperitoneum and peritoneum (197.6) .......... 151, 153, 154 (M), 157, 162 (M), 171, 174 (F), 182 (F), 183 (F). 
Liver, specified as secondary (197.7) ................ 151 (M), 153, 154 (M), 157, 162, 174 (F). 
Other digestive organs (197.8) .......................... 150 (M), 151, 153, 157, 162, 174 (F), 185 (M). 
Kidney (198.0) .................................................... 153, 162, 174 (F), 180 (F), 185 (M), 188, 189, 202 (F). 
Other urinary organs (198.1) .............................. 153, 174 (F), 180 (F), 183 (F), 185 (M), 188, 189 (F). 
Skin (198.2) ........................................................ 153, 162, 171 (M), 172, 173 (M), 174 (F), 189 (M). 
Brain and spinal cord (198.3) ............................. 162, 172 (M), 174 (F). 
Other parts of nervous system (198.4) .............. 162, 172 (M), 174 (F), 185 (M), 202. 
Bone and bone marrow (198.5) ......................... 162, 174 (F), 185 (M). 
Ovary (198.6) ..................................................... 153 (F), 174 (F), 183 (F). 
Suprarenal gland (198.7) ................................... 153 (F), 162, 174 (F). 
Other specified sites (198.8) .............................. 153, 162, 172 (M), 174 (F), 183 (F), 185 (M), 188 (M). 
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4 Evaluating Equation 1 based on the indi-
vidual upper 99th percentiles of PC1, . . ., 
PCn approximates the upper 99th percentile 
of PCtotal whenever PC1, . . ., PCn are highly 
related, e.g., when a common dose-recon-
struction is the only non-negligible source of 
uncertainty in the individual PCi’s. However, 
this approximation can overestimate it if 

other sources of uncertainty contribute inde-
pendently to the PC1, . . ., PCn, whereas 
treating the joint distribution as fully inde-
pendent could substantially underestimate 
the upper 99th percentile of PCtotal whenever 
the individual PCi’s are positively cor-
related. 

(b) DOL will select the site producing 
the highest estimate for probability of 
causation to adjudicate the claim. 

§ 81.24 Guidelines for leukemia. 

(a) For claims involving leukemia, 
DOL will calculate one or more prob-
ability of causation estimates from up 
to three of the four alternate leukemia 
risk models included in NIOSH-IREP, 
as specified in the NIOSH-IREP Oper-
ating Guide. These include: ‘‘Leu-
kemia, all types except CLL’’ (IDC–9 
codes: 204–208, except 204.1), ‘‘acute 
lymphocytic leukemia’’ (ICD–9 code: 
204.0), and ‘‘acute myelogenous leu-
kemia’’ (ICD–9 code: 205.0). 

(b) For leukemia claims in which 
DOL calculates multiple probability of 
causation estimates, as specified in the 
NIOSH-IREP Operating Guide, the 
probability of causation estimate DOL 
assigns to the claim will be based on 
the leukemia risk model producing the 
highest estimate for probability of cau-
sation. 

§ 81.25 Guidelines for claims including 
two or more primary cancers. 

For claims including two or more pri-
mary cancers, DOL will use NIOSH- 
IREP to calculate the estimated prob-
ability of causation for each cancer in-
dividually. Then DOL will perform the 
following calculation using the prob-
ability of causation estimates produced 
by NIOSH-IREP: 

EQUATION 1 

Calculate: 1¥[{1¥PC1} × {1¥PC2} × . . . 
× {1¥PCn}] = PCtotal, 

where PC1 is the probability of causation for 
one of the primary cancers identified in the 
claim, PC2 is the probability of causation for 
a second primary cancer identified in the 
claim, and PCn is the probability of causa-
tion for the nth primary cancer identified in 
the claim. PCtotal is the probability that at 
least one of the primary cancers (cancers 1 
through ‘‘n’’) was caused by the radiation 
dose estimated for the claim when Equation 
1 is evaluated based on the joint distribution 
of PC1, . . ., PCn.4 DOL will use the prob-
ability of causation value calculated for 
PCtotal to adjudicate the claim. 

[67 FR 22309, May 2, 2002; 67 FR 62096, Oct. 3, 
2002] 

APPENDIX A TO PART 81—GLOSSARY OF ICD–9 CODES AND THEIR CANCER 
DESCRIPTIONS 1 

ICD–9 code Cancer description 

140 ..................................................... Malignant neoplasm of lip. 
141 ..................................................... Malignant neoplasm of tongue. 
142 ..................................................... Malignant neoplasm of major salivary glands. 
143 ..................................................... Malignant neoplasm of gum. 
144 ..................................................... Malignant neoplasm of floor of mouth. 
145 ..................................................... Malignant neoplasm of other and unspecified parts of mouth. 
146 ..................................................... Malignant neoplasm of oropharynx. 
147 ..................................................... Malignant neoplasm of nasopharynx. 
148 ..................................................... Malignant neoplasm of hypopharynx. 
149 ..................................................... Malignant neoplasm of other and ill-defined sites within the lip, oral cavity, and pharynx. 
150 ..................................................... Malignant neoplasm of esophagus. 
151 ..................................................... Malignant neoplasm of stomach. 
152 ..................................................... Malignant neoplasm of small intestine, including duodenum. 
153 ..................................................... Malignant neoplasm of colon. 
154 ..................................................... Malignant neoplasm of rectum, rectosigmoid junction, and anus. 
155 ..................................................... Malignant neoplasm of liver and intrahepatic bile ducts. 
156 ..................................................... Malignant neoplasm of gall bladder and extrahepatic bile ducts. 
157 ..................................................... Malignant neoplasm of pancreas. 
158 ..................................................... Malignant neoplasm of retroperitoneum and peritoneum. 
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ICD–9 code Cancer description 

159 ..................................................... Malignant neoplasm of other and ill-defined sites within the digestive organs and peri-
toneum. 

160 ..................................................... Malignant neoplasm of nasal cavities, middle ear, and accessory sinuses. 
161 ..................................................... Malignant neoplasm of larynx. 
162 ..................................................... Malignant neoplasm of trachea, bronchus and lung. 
163 ..................................................... Malignant neoplasm of pleura. 
164 ..................................................... Malignant neoplasm of thymus, heart, and mediastinum. 
165 ..................................................... Malignant neoplasm of other and ill-defined sites within the respiratory system and intra-

thoracic organs. 
170 ..................................................... Malignant neoplasm of bone and articular cartilage. 
171 ..................................................... Malignant neoplasm of connective and other soft tissue. 
172 ..................................................... Malignant melanoma of skin. 
173 ..................................................... Other malignant neoplasms of skin. 
174 ..................................................... Malignant neoplasm of female breast. 
175 ..................................................... Malignant neoplasm of male breast. 
179 ..................................................... Malignant neoplasm of uterus, part unspecified. 
180 ..................................................... Malignant neoplasm of cervix uteri. 
181 ..................................................... Malignant neoplasm of placenta. 
182 ..................................................... Malignant neoplasm of body of uterus. 
183 ..................................................... Malignant neoplasm of ovary and other uterine adnexa. 
184 ..................................................... Malignant neoplasm of other and unspecified female genital organs. 
185 ..................................................... Malignant neoplasm of prostate. 
186 ..................................................... Malignant neoplasm of testis. 
187 ..................................................... Malignant neoplasm of penis and other male genital organs. 
188 ..................................................... Malignant neoplasm of urinary bladder. 
189 ..................................................... Malignant neoplasm of kidney and other unspecified urinary organs. 
190 ..................................................... Malignant neoplasm of eye. 
191 ..................................................... Malignant neoplasm of brain. 
192 ..................................................... Malignant neoplasm of other and unspecified parts of nervous system. 
193 ..................................................... Malignant neoplasm of thyroid gland. 
194 ..................................................... Malignant neoplasm of other endocrine glands and related structures. 
195 ..................................................... Malignant neoplasm of other and ill-defined sites. 
196 ..................................................... Secondary and unspecified malignant neoplasm of the lymph nodes. 
197 ..................................................... Secondary malignant neoplasm of the respiratory and digestive organs. 
198 ..................................................... Secondary malignant neoplasm of other tissue and organs. 
199 ..................................................... Malignant neoplasm without specification of site. 
200 ..................................................... Lymphosarcoma and reticulosarcoma. 
201 ..................................................... Hodgkin’s disease. 
202 ..................................................... Other malignant neoplasms of lymphoid and histiocytic tissue. 
203 ..................................................... Multiple myeloma and other immunoproliferative neoplasms. 
204 ..................................................... Lymphoid leukemia 
205 ..................................................... Myeloid leukemia. 
206 ..................................................... Monocytic leukemia. 
207 ..................................................... Other specified leukemia. 
208 ..................................................... Leukemia of unspecified cell type. 

1 The International Classification of Diseases Clinical Modification (9th Revision) Volume I&II. [1991] Department of Health and 
Human Services Publication No. (PHS) 91–1260, U.S. Government Printing Office, Washington, D.C. 

PART 82—METHODS FOR CON-
DUCTING DOSE RECONSTRUC-
TION UNDER THE ENERGY EM-
PLOYEES OCCUPATIONAL ILL-
NESS COMPENSATION PRO-
GRAM ACT OF 2000 

Subpart A—Introduction 

Sec. 
82.0 Background Information on this part. 
82.1 What is the purpose of this part? 
82.2 What are the basics of dose reconstruc-

tion? 
82.3 What are the requirements for dose re-

construction under EEOICPA? 
82.4 How will DOL use the results of the 

NIOSH dose reconstructions? 

Subpart B—Definitions 

82.5 Definition of terms used in this part. 

Subpart C—Dose Reconstruction Process 

82.10 Overview of the dose reconstruction 
process. 

82.11 For which claims under EEOICPA will 
NIOSH conduct a dose reconstruction? 

82.12 Will it be possible to conduct dose re-
constructions for all claims? 

82.13 What sources of information may be 
used for dose reconstructions? 

82.14 What types of information could be 
used in dose reconstructions? 

82.15 How will NIOSH evaluate the com-
pleteness and adequacy of individual 
monitoring data? 
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82.16 How will NIOSH add to monitoring 
data to remedy limitations of individual 
monitoring and missed dose? 

82.17 What types of information could be 
used to supplement or substitute for in-
dividual monitoring data? 

82.18 How will NIOSH calculate internal 
dose to the primary cancer site(s)? 

82.19 How will NIOSH address uncertainty 
about dose levels? 

Subpart D—Reporting and Review of Dose 
Reconstruction Results 

82.25 When will NIOSH report dose recon-
struction results, and to whom? 

82.26 How will NIOSH report dose recon-
struction results? 

82.27 How can claimants obtain reviews of 
their NIOSH dose reconstruction results 
by NIOSH? 

82.28 Who can review NIOSH dose recon-
struction files on individual claimants? 

Subpart E—Updating Scientific Elements 
Underlying Dose Reconstructions 

82.30 How will NIOSH inform the public of 
any plans to change scientific elements 
underlying the dose reconstruction proc-
ess to maintain methods reasonably cur-
rent with scientific progress? 

82.31 How can the public recommend 
changes to scientific elements under-
lying the dose reconstruction process? 

82.32 How will NIOSH make changes in sci-
entific elements underlying the dose re-
construction process, based on scientific 
progress? 

82.33 How will NIOSH inform the public of 
changes to the scientific elements under-
lying the dose reconstruction process? 

AUTHORITY: 42 U.S.C. 7384n(d) and (e); E.O. 
13179, 65 FR 77487, 3 CFR, 2000 Comp., p. 321. 

SOURCE: 67 FR 22330, May 2, 2002, unless 
otherwise noted. 

Subpart A—Introduction 
§ 82.0 Background information on this 

part. 
The Energy Employees Occupational 

Illness Compensation Program Act 
(EEOICPA), 42 U.S.C. 7384–7385 [1994, 
supp. 2001], provides for the payment of 
compensation benefits to covered em-
ployees and, where applicable, sur-
vivors of such employees, of the United 
States Department of Energy (‘‘DOE’’), 
its predecessor agencies and certain of 
its contractors and subcontractors. 
Among the types of illnesses for which 
compensation may be provided are can-
cers. There are two categories of cov-

ered employees with cancer under 
EEOICPA for whom compensation may 
be provided. The regulations that fol-
low under this part apply only to the 
category of employees described under 
paragraph (a) of this section. 

(a) One category is employees with 
cancer for whom a dose reconstruction 
must be conducted, as required under 
20 CFR 30.115. 

(b) The second category is members 
of the Special Exposure Cohort seeking 
compensation for a specified cancer, as 
defined under EEOICPA. The U.S. De-
partment of Labor (DOL) which has 
primary authority for implementing 
EEOICPA, has promulgated regulations 
at 20 CFR 30.210 and 30.213 that identify 
current members of the Special Expo-
sure Cohort and requirements for com-
pensation. Pursuant to section 3626 of 
EEOICPA, the Secretary of HHS is au-
thorized to add additional classes of 
employees to the Special Exposure Co-
hort. 

§ 82.1 What is the purpose of this part? 

The purpose of this part is to provide 
methods for determining a reasonable 
estimate of the radiation dose received 
by a covered employee with cancer 
under EEOICPA, through the comple-
tion of a dose reconstruction. These 
methods will be applied by the Na-
tional Institute for Occupational Safe-
ty and Health (NIOSH) in a dose recon-
struction program serving claimants 
under EEOICPA, as identified under 
§ 82.0. 

§ 82.2 What are the basics of dose re-
construction? 

The basic principle of dose recon-
struction is to characterize the radi-
ation environments to which workers 
were exposed and to then place each 
worker in time and space within this 
exposure environment. Then methods 
are applied to translate exposure to ra-
diation into quantified radiation doses 
at the specific organs or tissues rel-
evant to the types of cancer occurring 
among the workers. A hierarchy of 
methods is used in a dose reconstruc-
tion, depending on the nature of the ex-
posure conditions and the type, qual-
ity, and completeness of data available 
to characterize the environment. 
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(a) If found to be complete and ade-
quate, individual worker monitoring 
data, such as dosimeter readings and 
bioassay sample results, are given the 
highest priority in assessing exposure. 
These monitoring data are interpreted 
using additional data characterizing 
the workplace radiation exposures. If 
radiation exposures in the workplace 
environment cannot be fully character-
ized based on available data, default 
values based on reasonable and sci-
entific assumptions may be used as 
substitutes. For dose reconstructions 
conducted in occupational illness com-
pensation programs, this practice may 
include use of assumptions that rep-
resent the worst case conditions. For 
example, if the solubility classification 
of an inhaled material can not be de-
termined, the dose reconstruction 
would use the classification that re-
sults in the largest dose to the organ or 
tissue relevant to the cancer and that 
is possible given existing knowledge of 
the material and process. 

(b) If individual monitoring data are 
not available or adequate, dose recon-
structions may use monitoring results 
for groups of workers with comparable 
activities and relationships to the radi-
ation environment. Alternatively, 
workplace area monitoring data may 
be used to estimate the dose. As with 
individual worker monitoring data, 
workplace exposure characteristics are 
used in combination with workplace 
monitoring data to estimate dose. 

(c) If neither adequate worker nor 
workplace monitoring data are avail-
able, the dose reconstruction may rely 
substantially on process description in-
formation to analytically develop an 
exposure model. For internal expo-
sures, this model includes such factors 
as the quantity and composition of the 
radioactive substance (the source 
term), the chemical form, particle size 
distribution, the level of containment, 
and the likelihood of dispersion. 

§ 82.3 What Are the Requirements for 
Dose Reconstruction Under 
EEOICPA? 

(a) Dose reconstructions are to be 
conducted for the following covered 
employees with cancer seeking com-
pensation under EEOICPA: An em-
ployee who was not monitored for ex-

posure to radiation at DOE or Atomic 
Weapons Employer (AWE) facilities; an 
employee who was monitored inad-
equately for exposure to radiation at 
such facilities; or an employee whose 
records of exposure to radiation at 
such facility are missing or incom-
plete. Technical limitations of radi-
ation monitoring technology and pro-
cedures will require HHS to evaluate 
each employee’s recorded dose. In 
most, if not all cases, monitoring limi-
tations will result in possibly unde-
tected or unrecorded doses, which are 
estimated using commonly practiced 
dose reconstruction methods and would 
have to be added to the dose record. 

(b) Section 7384(n)(e) of EEOICPA re-
quires the reporting of radiation dose 
information resulting from dose recon-
structions to the covered employees for 
whom claims are being adjudicated. 
DOE is specifically charged with this 
responsibility but the Department of 
Health and Human Services (HHS), 
which will be producing the dose recon-
struction information, will report its 
findings directly to the claimant, as 
well as to DOL and DOE. HHS will also 
make available to researchers and the 
general public information on the as-
sumptions, methodology, and data used 
in estimating radiation doses, as re-
quired by EEOICPA. 

§ 82.4 How Will DOL Use the Results of 
the NIOSH Dose Reconstructions? 

Under 42 CFR part 81, DOL will apply 
dose reconstruction results together 
with information on cancer diagnosis 
and other personal information pro-
vided to DOL by the claimant to cal-
culate an estimated probability of cau-
sation. This estimate is the probability 
that the cancer of the covered em-
ployee was caused by radiation expo-
sure at a covered facility of DOE or an 
Atomic Weapons Employer (AWE). 

Subpart B—Definitions 

§ 82.5 Definition of terms used in this 
part. 

(a) Atomic weapons employer (AWE) 
means any entity, other than the 
United States, that: 
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(1) processed or produced, for use by 
the United States, material that emit-
ted radiation and was used in the pro-
duction of an atomic weapon, excluding 
uranium mining and milling; and, 

(2) is designated by the Secretary of 
Energy as an atomic weapons employer 
for purposes of EEOICPA. 

(b) Bioassay means the determination 
of the kinds, quantities, or concentra-
tions, and in some cases, locations of 
radioactive material in the human 
body, whether by direct measurement 
or by analysis, and evaluation of radio-
active material excreted or eliminated 
by the body. 

(c) Claimant means the individual 
who has filed with the Department of 
Labor for compensation under 
EEOICPA. 

(d) Covered employee means, for the 
purposes of this part, an individual who 
is or was an employee of DOE, a DOE 
contractor or subcontractor, or an 
atomic weapons employer, and for 
whom DOL has requested HHS to per-
form a dose reconstruction. 

(e) Covered facility means any build-
ing, structure, or premises, including 
the grounds upon which such building, 
structure, or premise is located: 

(1) In which operations are, or have 
been, conducted by, or on behalf of, the 
DOE (except for buildings, structures, 
premises, grounds, or operations cov-
ered by Executive Order 12344, dated 
February 1, 1982, pertaining to the 
Naval Nuclear Propulsion Program); 
and, 

(2) With regard to which the DOE has 
or had: 

(i) A proprietary interest; or, 
(ii) Entered into a contract with an 

entity to provide management and op-
eration, management and integration, 
environmental remediation services, 
construction, or maintenance services; 
or 

(3) A facility owned by an entity des-
ignated by the Secretary of Energy as 
an atomic weapons employer for pur-
poses of EEOICPA that is or was used 
to process or produce, for use by the 
United States, material that emitted 
radiation and was used in the produc-
tion of an atomic weapon, excluding 
uranium mining or milling. 

(f) DOE means the U.S. Department 
of Energy, and includes predecessor 

agencies of DOE, including the Man-
hattan Engineering District. 

(g) DOL means the U.S. Department 
of Labor. 

(h) EEOICPA means the Energy Em-
ployees Occupational Illness Com-
pensation Program Act of 2000, 42 
U.S.C. 7384–7385 [1994, supp. 2001]. 

(i) Equivalent dose is the absorbed 
dose in a tissue multiplied by a radi-
ation weighting factor to account for 
differences in the effectiveness of the 
radiation in inducing cancer. 

(j) External dose means that portion 
of the equivalent dose that is received 
from radiation sources outside of the 
body. 

(k) Internal dose means that portion 
of the equivalent dose that is received 
from radioactive materials taken into 
the body. 

(l) NIOSH means the National Insti-
tute for Occupational Safety and 
Health, Centers for Disease Control and 
Prevention, U.S. Department of Health 
and Human Services. 

(m) Primary cancer means a cancer 
defined by the original body site at 
which the cancer was incurred, prior to 
any spread (metastasis) resulting in tu-
mors at other sites in the body. 

(n) Probability of causation means the 
probability or likelihood that a cancer 
was caused by radiation exposure in-
curred by a covered employee in the 
performance of duty. In statistical 
terms, it is the cancer risk attributable 
to radiation exposure divided by the 
sum of the baseline cancer risk (the 
risk to the general population) plus the 
cancer risk attributable to the radi-
ation exposure. This concept is further 
explained under 42 CFR part 81, which 
provides guidelines by which DOL will 
determine probability of causation 
under EEOICPA. 

(o) Radiation means ionizing radi-
ation, including alpha particles, beta 
particles, gamma rays, x rays, neu-
trons, protons and other particles capa-
ble of producing ions in the body. For 
purposes of this rule, radiation does 
not include sources of non-ionizing ra-
diation such as radio-frequency radi-
ation, microwaves, visible light, and 
infrared or ultraviolet light radiation. 

(p) Specified cancer is a term defined 
in Section 3621(17) of EEOICPA and 20 
CFR 30.5(dd) that specifies types of 
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cancer that, pursuant to 20 CFR part 
30, may qualify a member of the Spe-
cial Exposure Cohort for compensation. 
It includes leukemia (other than chron-
ic lymphocytic leukemia), multiple 
myeloma, non-Hodgkin’s lymphoma, 
and cancers of the lung (other than 
carcinoma in situ diagnosed at au-
topsy), thyroid, male breast, female 
breast, esophagus, stomach, pharynx, 
small intestine, pancreas, bile ducts, 
gall bladder, salivary gland, urinary 
bladder, brain, colon, ovary, liver (not 
associated with cirrhosis or hepatitis), 
and bone. Pursuant to section 2403 of 
Public Law 107–20, this definition will 
include renal cancer effective October 
1, 2001. 

(q) Uncertainty distribution is a statis-
tical term meaning a range of discrete 
or continuous values arrayed around a 
central estimate, where each value is 
assigned a probability of being correct. 

(r) Worst-case assumption is a term 
used to describe a type of assumption 
used in certain instances for certain 
dose reconstructions conducted under 
this rule. It assigns the highest reason-
ably possible value, based on reliable 
science, documented experience, and 
relevant data, to a radiation dose of a 
covered employee. 

Subpart C—Dose Reconstruction 
Process 

§ 82.10 Overview of the dose recon-
struction process. 

(a) Upon receipt of a claims package 
from the Department of Labor, as pro-
vided under 20 CFR part 30, NIOSH will 
request from DOE records on radiation 
dose monitoring and radiation expo-
sures associated with the employment 
history of the covered employee. Addi-
tionally, NIOSH may compile data, and 
information from NIOSH records that 
may contribute to the dose reconstruc-
tion. For each dose reconstruction, 
NIOSH will include records relevant to 
internal and external exposures to ion-
izing radiation, including exposures 
from medical screening x rays that 
were required as a condition of employ-
ment. 

(b) NIOSH will evaluate the initial 
radiation exposure record compiled to: 
Reconcile the exposure record with the 
reported employment history, as nec-

essary; complete preliminary calcula-
tions of dose, based upon this initial 
record, and prepare to consult with the 
claimant. Any discrepancies in the em-
ployment history information will be 
reconciled with the assistance of DOE, 
as necessary. 

(c) NIOSH will interview the claim-
ant. The interview may be conducted 
in one or more sessions. The purpose of 
the interview is to: 

(1) Explain the dose reconstruction 
process; 

(2) Confirm elements of the employ-
ment history transmitted to NIOSH by 
DOL; 

(3) Identify any relevant information 
on employment history that may have 
been omitted; 

(4) Confirm or supplement moni-
toring information included in the ini-
tial radiation exposure record; 

(5) Develop detailed information on 
work tasks, production processes, 
radiologic protection and monitoring 
practices, and incidents that may have 
resulted in undocumented radiation ex-
posures, as necessary; 

(6) Identify co-workers and other wit-
nesses with information relevant to the 
radiation exposures of the covered 
worker to supplement or confirm infor-
mation on work experiences, as nec-
essary. 

(d) NIOSH will provide a report to 
the claimant summarizing the findings 
of the interview, titled: ‘‘NIOSH Claim-
ant Interview under EEOICPA.’’ The 
report will also notify the claimant of 
the opportunity to contact NIOSH if 
necessary, by a specified date, to make 
any written corrections or additions to 
information provided by the claimant 
during the interview process. 

(e) Information provided by the 
claimant will be accepted and used for 
dose reconstruction, providing it is rea-
sonable, supported by substantial evi-
dence, and is not refuted by other evi-
dence. In assessing whether the infor-
mation provided by the claimant is 
supported by substantial evidence, 
NIOSH will consider: 

(1) Consistency of the information 
with other information in the posses-
sion of NIOSH, from radiation safety 
programs, research, medical screening 
programs, labor union documents, 
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1 The current weighting factors of the 
International Commission on Radiological 
Protection are provided in ICRP 60: ‘‘1990 
Recommendations of the International Com-
mission on Radiological Protection.’’ Ann. 
ICRP 21 (1–3):6. 

worksite investigations, dose recon-
structions conducted by NIOSH under 
EEOICPA, or other reports relating to 
the circumstances at issue; 

(2) Consistency of the information 
with medical records provided by the 
claimant; 

(3) Consistency of the information 
with practices or exposures dem-
onstrated by the dose reconstruction 
record developed for the claimant; and, 

(4) Confirmation of information by 
co-workers or other witnesses. 

(f) NIOSH will seek to confirm infor-
mation provided by the claimant 
through review of available records and 
records requested from DOE. 

(g) As necessary, NIOSH will request 
additional records from DOE to charac-
terize processes and tasks potentially 
involving radiation exposure for which 
dose and exposure monitoring data is 
incomplete or insufficient for dose re-
construction. 

(h) NIOSH will review the adequacy 
of monitoring data and completeness of 
records provided by DOE. NIOSH will 
request certification from DOE that 
record searches requested by NIOSH 
have been completed. 

(i) As necessary, NIOSH will charac-
terize the internal and external expo-
sure environments for parameters 
known to influence the dose. For inter-
nal exposures, examples of these pa-
rameters include the mode of intake, 
the composition of the source term 
(i.e., the radionuclide type and quan-
tity), the particle size distribution and 
the absorption type. When it is not pos-
sible to characterize these parameters, 
NIOSH may use default values, when 
they can be established reasonably, 
fairly, and based on relevant science. 
For external exposures, the radiation 
type (gamma, x-ray, neutron, beta, or 
other charged particle) and radiation 
energy spectrum will be evaluated. 
When possible, the effect of non-uni-
formity and geometry of the radiation 
exposure will be assessed. 

(j) For individual monitoring records 
that are incomplete, NIOSH may as-
sign doses using techniques discussed 
in § 82.16. Once the resulting data set is 
complete, NIOSH will construct an oc-
cupational exposure matrix, using the 
general hierarchical approach dis-
cussed in § 82.2. This matrix will con-

tain the estimated annual equivalent 
dose(s) to the relevant organ(s) or tis-
sue(s), for the period from the initial 
date of potential exposure at a covered 
facility until the date the cancer was 
diagnosed. The equivalent dose(s) will 
be calculated using the current, stand-
ard radiation weighting factors from 
the International Commission on Radi-
ological Protection. 1 

(k) At any point during steps of dose 
reconstruction described in paragraphs 
(f) through (j) of this section, NIOSH 
may determine that sufficient research 
and analysis has been conducted to 
complete the dose reconstruction. Re-
search and analysis will be determined 
sufficient if one of the following three 
conditions is met: 

(1) From acquired experience, it is 
evident the estimated cumulative dose 
is sufficient to qualify the claimant for 
compensation (i.e., the dose produces a 
probability of causation of 50% or 
greater); 

(2) Dose is determined using worst- 
case assumptions related to radiation 
exposure and intake, to substitute for 
further research and analyses; or, 

(3) Research and analysis indicated 
under steps described in paragraphs (f)– 
(j) of this section have been completed. 
Worst-case assumptions will be em-
ployed under condition 2 to limit fur-
ther research and analysis only for 
claims for which it is evident that fur-
ther research and analysis will not 
produce a compensable level of radi-
ation dose (a dose producing a prob-
ability of causation of 50% or greater), 
because using worst-case assumptions 
it can be determined that the employee 
could not have incurred a compensable 
level of radiation dose. For all claims 
in which worst-case assumptions are 
employed under condition 2, the rea-
soning that resulted in the determina-
tion to limit further research and anal-
ysis will be clearly described in the 
draft of the dose reconstruction results 
reported to the claimant under § 82.25 
and in the dose reconstruction results 
reported to the claimant under § 82.26. 
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(l) After providing the claimant with 
a copy of a draft of the dose recon-
struction report to be provided to DOL, 
NIOSH will conduct a closing interview 
with the claimant to review the dose 
reconstruction results and the basis 
upon which the results were calculated. 
This will be the final opportunity dur-
ing the dose reconstruction process for 
the claimant to provide additional rel-
evant information that may affect the 
dose reconstruction. The closing inter-
view may require multiple sessions, if 
the claimant requires time to obtain 
and provide additional information, 
and to allow NIOSH time to integrate 
the new information into a new draft of 
the dose reconstruction report. NIOSH 
will determine whether to grant re-
quests for time to provide additional 
information, based on whether the re-
quests are reasonable and the claimant 
is actively seeking the information 
specified. 

(m) Subject to any additional infor-
mation provided by the claimant and 
revision of the draft dose reconstruc-
tion report under § 82.10(l), the claim-
ant is required to return form OCAS–1 
to NIOSH, certifying that the claimant 
has completed providing information 
and that the record for dose recon-
struction should be closed. Upon re-
ceipt of the form, NIOSH will forward a 
final dose reconstruction report to 
DOL, DOE, and to the claimant. 

(n) NIOSH will not forward the dose 
reconstruction report to DOL for adju-
dication without receipt of form OCAS– 
1 signed by the claimant or a rep-
resentative of the claimant authorized 
pursuant to 20 CFR 30.600. If the claim-
ant or the authorized representative of 
the claimant fails to sign and return 
form OCAS–1 within 60 days, or 60 days 
following the claimant’s final provision 
of additional information and receipt 
of a revised draft dose reconstruction 
report under § 82.10 (l), whichever oc-
curs last, after notifying the claimant 
or the authorized representative, 
NIOSH may administratively close the 
dose reconstruction and notify DOL of 
this action. Upon receiving this notifi-
cation by NIOSH, DOL may adminis-
tratively close the claim. 

(o) Once actions under § 82.10 (m) are 
completed, the record for dose recon-
struction shall be closed unless re-

opened at the request of DOL under 20 
CFR part 30. 

§ 82.11 For which claims under 
EEOICPA will NIOSH conduct a 
dose reconstruction? 

NIOSH will conduct a dose recon-
struction for each claim determined by 
DOL to be a claim for a covered em-
ployee with cancer under DOL regula-
tions at 20 CFR 30.210(b), subject to the 
limitation and exception noted in 
§ 82.12. Claims for covered employees 
who are members of the Special Expo-
sure Cohort seeking compensation for a 
specified cancer, as determined by DOL 
under 20 CFR 30.210(a), do not require 
and will not receive a dose reconstruc-
tion under this rule. 

§ 82.12 Will it be possible to conduct 
dose reconstructions for all claims? 

It is uncertain whether adequate in-
formation of the types outlined under 
§ 82.14 will be available to complete a 
dose reconstruction for every claim eli-
gible under § 82.11. 

(a) NIOSH will notify in writing any 
claimants for whom a dose reconstruc-
tion cannot be completed once that de-
termination is made, as well as in the 
closing interview provided for under 
§ 82.10(l). 

(b) Notification will describe the 
basis for finding a dose reconstruction 
cannot be completed, including the fol-
lowing: 

(1) A summary of the information ob-
tained from DOE and other sources; 
and, (2) a summary of necessary infor-
mation found to be unavailable from 
DOE and other sources. 

(c) NIOSH will notify DOL and DOE 
when it is unable to complete a dose re-
construction for the claimant. This 
will result in DOL producing a rec-
ommended decision to deny the claim, 
since DOL cannot determine prob-
ability of causation without a dose es-
timate produced by NIOSH under this 
rule. 

(d) A claimant for whom a dose re-
construction cannot be completed, as 
indicated under this section, may have 
recourse to seek compensation under 
provisions of the Special Exposure Co-
hort (see 20 CFR part 30). Pursuant to 
section 7384q of EEOICPA, the Sec-
retary of HHS is authorized to add 
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classes of employees to the Special Ex-
posure Cohort. NIOSH will provide the 
claimant with any information and 
forms that HHS provides to classes of 
employees seeking to petition to be 
added to the Special Exposure Cohort. 

§ 82.13 What sources of information 
may be used for dose reconstruc-
tions? 

NIOSH will use the following sources 
of information for dose reconstruc-
tions, as necessary: 

(a) DOE and its contractors, includ-
ing Atomic Weapons Employers and 
the former worker medical screening 
program; 

(b) NIOSH and other records from 
health research on DOE worker popu-
lations; 

(c) Interviews and records provided 
by claimants; 

(d) Co-workers of covered employees, 
or others with information relevant to 
the covered employee’s exposure, that 
the claimant identified during the ini-
tial interview with NIOSH; 

(e) Labor union records from unions 
representing employees at covered fa-
cilities of DOE or AWEs; and, 

(f) Any other relevant information. 

§ 82.14 What types of information 
could be used in dose reconstruc-
tions? 

NIOSH will obtain the types of infor-
mation described in this section for 
dose reconstructions, as necessary and 
available: 

(a) Subject and employment informa-
tion, including: 

(1) Gender; 
(2) Date of birth; and, 
(3) DOE and/or AWE employment his-

tory, including: job title held by year, 
and work location(s): including site 
names(s), building numbers(s), tech-
nical area(s), and duration of relevant 
employment or tasks. 

(b) Worker monitoring data, including: 
(1) External dosimetry data, includ-

ing external dosimeter readings (film 
badge, TLD, neutron dosimeters); and, 

(2) Pocket ionization chamber data. 
(c) Internal dosimetry data, including: 
(1) Urinalysis results; 
(2) Fecal sample results; 
(3) In Vivo measurement results; 
(4) Incident investigation reports; 

(5) Breath radon and/or thoron re-
sults; 

(6) Nasal smear results; 
(7) External contamination measure-

ments; and 
(8) Other measurement results appli-

cable to internal dosimetry. 
(d) Monitoring program data, includ-

ing: 
(1) Analytical methods used for bio-

assay analyses; 
(2) Performance characteristics of 

dosimeters for different radiation 
types; 

(3) Historical detection limits for bio-
assay samples and dosimeter badges; 

(4) Bioassay sample and dosimeter 
collection/exchange frequencies; 

(5) Documentation of record keeping 
practices used to record data and/or ad-
ministratively assign dose; and, 

(6) Other information to characterize 
the monitoring program procedures 
and evaluate monitoring results. 

(e) Workplace monitoring data, includ-
ing: 

(1) Surface contamination surveys; 
(2) General area air sampling results; 
(3) Breathing zone air sampling re-

sults; 
(4) Radon and/or thoron monitoring 

results; 
(5) Area radiation survey measure-

ments (beta, gamma and neutron); and, 
(6) Fixed location dosimeter results 

(beta, gamma and neutron); and, 
(7) Other workplace monitoring re-

sults. 
(f) Workplace characterization data, in-

cluding: 
(1) Information on the external expo-

sure environment, including: radiation 
type (gamma, x-ray, proton, neutron, 
beta, other charged particle); radiation 
energy spectrum; uniformity of expo-
sure (whole body vs partial body expo-
sure); irradiation geometry; 

(2) Information on work-required 
medical screening x rays; and, 

(3) Other information useful for char-
acterizing workplace radiation expo-
sures. 

(g) Information characterizing internal 
exposures, including: 

(1) Radionuclide(s) and associated 
chemical forms; 

(2) Results of particle size distribu-
tion studies; 
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2 NIOSH [1995]. NIOSH research issues 
workshop: epidemiologic use of nondetect-
able values in radiation exposure measure-
ments. Cincinnati, OH: U.S. Department of 
Health and Human Services, Public Health 
Service, Centers for Disease Control and Pre-
vention, National Institute for Occupational 
Safety and Health, DHHS (NIOSH) Publica-
tion No. 224647 (NTIS—PB 95189601). 

(3) Respiratory protection practices; 
and 

(4) Other information useful for char-
acterizing internal exposures. 

(h) Process descriptions for each work 
location, including: 

(1) General description of the process; 
(2) Characterization of the source 

term (i.e., the radionuclide and its 
quantity); 

(3) Extent of encapsulation; 
(4) Methods of containment; 
(5) Other information to assess poten-

tial for irradiation by source or air-
borne dispersion radioactive material. 

§ 82.15 How will NIOSH evaluate the 
completeness and adequacy of indi-
vidual monitoring data? 

(a) NIOSH will evaluate the com-
pleteness and adequacy of an individ-
ual’s monitoring data provided by DOE 
through one or more possible measures 
including, but not limited to: 

(1) Comparisons with information 
provided by claimants, co-workers, and 
other witnesses; 

(2) Comparisons with available infor-
mation on area monitoring, production 
processes, and radiologic protection 
programs; 

(3) Comparisons with information 
documented in the records of unions 
representing covered employees; 

(4) Comparisons with data available 
on co-workers; and 

(5) Reviews of DOE contractor record 
systems. 

(b) NIOSH will evaluate the instru-
ments and procedures used to collect 
individual monitoring data to deter-
mine whether they adequately charac-
terized the radiation environments in 
which the covered employee worked, 
(adequately for the purpose of dose re-
construction,) based on present-day 
scientific understanding. For external 
dosimeter measurements, this includes 
an evaluation of the dosimeter re-
sponse to the radiation types (gamma, 
x-ray, neutron, beta, or other charged 
particle) and the associated energy 
spectrum. For internal exposure, the 
methods used to analyze bioassay sam-
ples will be reviewed to determine 
their ability to detect the radio-
nuclides present in the work environ-
ment. An analysis of the monitoring or 
exchange frequencies for the moni-

toring programs will also be conducted 
to determine the potential for unde-
tected dose. 

§ 82.16 How will NIOSH add to moni-
toring data to remedy limitations of 
individual monitoring and missed 
dose? 

(a) For external dosimeter results 
that are incomplete due to historical 
record keeping practices, NIOSH will 
use commonly practiced techniques, 
such as those described in the NIOSH 
Research Issues Workshop, 2 to esti-
mate the missing component of dose 
and to add this to the total dose esti-
mate. For monitoring periods where 
external dosimetry data are missing 
from the records, NIOSH will estimate 
a claimant’s dose based on interpola-
tion, using available monitoring re-
sults from other time periods close to 
the period in question, or based on 
monitoring data on other workers en-
gaged in similar tasks. 

(b) NIOSH will review historical bio-
assay sample detection limits and 
monitoring frequencies to determine, 
when possible, the minimum detectable 
dose for routine internal dose moni-
toring programs. This ‘‘missed dose’’ 
will establish the upper limit of inter-
nal dose that a worker could have re-
ceived for periods when bioassay sam-
ple analysis results were below the de-
tection limit. Using ICRP biokinetic 
models, NIOSH will estimate the inter-
nal dose and include an associated un-
certainty distribution. 

§ 82.17 What types of information 
could be used to supplement or sub-
stitute for individual monitoring 
data? 

Three types of information could be 
used: 

(a) Monitoring data from co-workers, 
if NIOSH determines they had a com-
mon relationship to the radiation envi-
ronment; or, 
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(b) A quantitative characterization of 
the radiation environment in which the 
covered employee worked, based on an 
analysis of historical workplace moni-
toring information such as area dosim-
eter readings, general area radiation 
and radioactive contamination survey 
results, air sampling data; or, 

(c) A quantitative characterization of 
the radiation environment in which the 
employee worked, based on analysis of 
data describing processes involving ra-
dioactive materials, the source mate-
rials, occupational tasks and locations, 
and radiation safety practices. 

§ 82.18 How will NIOSH calculate in-
ternal dose to the primary cancer 
site(s)? 

(a) The calculation of dose from in-
gested, inhaled or absorbed radioac-
tivity involves the determination of 
the types and quantities of radio-
nuclides that entered the body. NIOSH 
will use the results of all available bio-
assay monitoring information as ap-
propriate, based on assessment of the 
technical characteristics of the moni-
toring program. If bioassay monitoring 
data are unavailable or inadequate, the 
dose reconstruction will rely on the re-
sults of air sampling measurements, 
radiation sources, work processes and 
practices, and incidents involving radi-
ation contamination, as necessary. 

(b) NIOSH will calculate the dose to 
the organ or tissue of concern using 
the appropriate current metabolic 
models published by ICRP. Using data 
available to NIOSH, the models will be 
based on exposure conditions rep-
resentative of the work environment. 
When NIOSH cannot establish exposure 
conditions with sufficient specificity, 
the dose calculation will assume expo-
sure conditions that maximize the dose 
to the organ under consideration. When 
the cancer covered by a claim is in a 
tissue not covered by existing ICRP 
models, NIOSH will use the ICRP 
model that best approximates the 
model needed, while giving the benefit 
of the doubt to the claimant. For inter-
nal exposures, NIOSH will select the 
highest dose estimate from among the 
modeled organs or tissues that do not 
concentrate the radionuclide. 

(c) Internal doses will be calculated 
for each year of exposure from the date 

of initial exposure to the date of cancer 
diagnosis. 

§ 82.19 How will NIOSH address uncer-
tainty about dose levels? 

The estimate of each annual dose will 
be characterized with a probability dis-
tribution that accounts for the uncer-
tainty of the estimate. This informa-
tion will be used by DOL in the cal-
culation of probability of causation, 
under HHS guidelines for calculating 
probability of causation estimates at 42 
CFR 81. In this way, claimants will re-
ceive the benefit of the doubt in cases 
in which the actual dose may have ex-
ceeded the best estimate calculated by 
NIOSH. 

Subpart D—Reporting and Review 
of Dose Reconstruction Results 

§ 82.25 When will NIOSH report dose 
reconstruction results, and to 
whom? 

NIOSH will report dose reconstruc-
tion results to DOL and to the claim-
ant, as provided for under § 82.10. Draft 
results will be reported to the claimant 
upon tentative completion of the dose 
reconstruction. Final results will be re-
ported to the claimant, DOL and DOE 
after NIOSH receives certification from 
the claimant that the claimant has 
completed providing information to 
NIOSH for the dose reconstruction 
(Form OCAS–1). 

§ 82.26 How will NIOSH report dose re-
construction results? 

(a) NIOSH will provide dose recon-
struction results to the claimant, DOL, 
and DOE in a report: ‘‘NIOSH Report of 
Dose Reconstruction under EEOICPA.’’ 
The report itself will not provide infor-
mation on probability of causation, 
which DOL must calculate to deter-
mine a recommended decision on the 
claim. 

(b) The report will include the fol-
lowing information, as relevant: 

(1) Annual dose estimates (or a frac-
tion thereof) related to covered em-
ployment for each year from the date 
of initial radiation exposure at a cov-
ered facility to the date of cancer diag-
nosis; 

(2) Separate dose estimates for acute 
and chronic exposures, different types 
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of ionizing radiation, and internal and 
external doses, providing internal dose 
information only for the organ or tis-
sue relevant to the primary cancer 
site(s) established in the claim; 

(3) Uncertainty distributions associ-
ated with each dose estimated, as nec-
essary; 

(4) Explanation of each type of dose 
estimate included in terms of its rel-
evance for estimating probability of 
causation; 

(5) Identification of any information 
provided by the claimant relevant to 
dose estimation that NIOSH decided to 
omit from the basis for dose recon-
struction, justification for the deci-
sion, and if possible, a quantitative es-
timate of the effect of the omission on 
the dose reconstruction results; and 

(6) A summary and explanation of in-
formation and methods applied to 
produce the dose reconstruction esti-
mates, including any factual findings 
and the evidence upon which those 
findings are based. 

(c) As provided under § 82.10(l), NIOSH 
staff will conduct a closing interview 
with claimants to explain the dose re-
construction report. 

§ 82.27 How can claimants obtain re-
views of their NIOSH dose recon-
struction results by NIOSH? 

(a) Claimants can seek reviews of 
their dose reconstruction through the 
processes established by DOL under 20 
CFR 30. DOL will request NIOSH to re-
view dose reconstructions under the 
following conditions, as provided under 
20 CFR 30.318: 

(1) DOL may determine that factual 
findings of the dose reconstruction do 
not appear to be supported by substan-
tial evidence; or, 

(2) Although the methodology estab-
lished by HHS under this Part is bind-
ing on DOL, DOL may determine that 
arguments concerning the application 
of this methodology should be consid-
ered by NIOSH. 

(b) NIOSH may review completed 
dose reconstructions on its own initia-
tive and with the assistance of DOL to 
identify denied claims when either of 
the following circumstances arise: 

(1) NIOSH obtains records or infor-
mation on radiation exposures of DOE 
or AWE employees that could substan-

tially increase the level of radiation 
doses estimated in the completed dose 
reconstructions; or 

(2) NIOSH changes a scientific ele-
ment underlying dose reconstructions 
according to the provisions of Subpart 
E of this rule and the change could sub-
stantially increase the level of radi-
ation doses estimated in the completed 
dose reconstructions. 

(c) When NIOSH completes the re-
view of a dose reconstruction, NIOSH 
will provide a report describing the 
basis for the review, the methods em-
ployed in the review, and the review 
findings to the claimant, DOL, and 
DOE. 

§ 82.28 Who can review NIOSH dose re-
construction files on individual 
claimants? 

(a) Claimants and DOL will be pro-
vided individual dose reconstruction 
files, upon request. Claimants should 
note, however, that a complete sum-
mary of the data and methods used in 
a dose reconstruction will be included 
in the ‘‘NIOSH Report of Dose Recon-
struction under EEOICPA’’. 

(b) Researchers and the public will be 
provided limited access to NIOSH dose 
reconstruction files, subject to provi-
sions and restrictions of the Privacy 
Act for the protection of confidential 
information on individuals. 

Subpart E—Updating the Scientific 
Elements Underlying Dose Re-
constructions 

§ 82.30 How will NIOSH inform the 
public of any plans to change sci-
entific elements underlying the 
dose reconstruction process to 
maintain methods reasonably cur-
rent with scientific progress? 

Periodically, NIOSH will publish a 
notice in the FEDERAL REGISTER noti-
fying the public of plans to change sci-
entific elements underlying the dose 
reconstruction process under EEOICPA 
to reflect scientific progress. Notice 
will include a summary of the planned 
changes and the expected completion 
date for such changes. 
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§ 82.31 How can the public recommend 
changes to scientific elements un-
derlying the dose reconstruction 
process? 

(a) At any time, the public can sub-
mit written recommendations to 
NIOSH for changes to scientific ele-
ments underlying the dose reconstruc-
tion process, based on relevant new re-
search findings and technological ad-
vances. NIOSH will provide these rec-
ommendations to the Advisory Board 
on Radiation and Worker Health to be 
addressed at a public meeting of the 
Advisory Board, with notification pro-
vided to the source of the recommenda-
tions. Recommendations should be ad-
dressed to: Director, Office of Com-
pensation Analysis and Support, Na-
tional Institute for Occupational Safe-
ty and Health, 4676 Columbia Parkway, 
MS-R45, Cincinnati, Ohio 45226. 

(b) The public can also submit rec-
ommendations by e-mail. Instructions 
will be provided on the NIOSH Internet 
homepage at www.cdc.gov/niosh/ocas. 

§ 82.32 How will NIOSH make changes 
in scientific elements underlying 
the dose reconstruction process, 
based on scientific progress? 

NIOSH will present proposed changes 
to the Advisory Board on Radiation 
and Worker Health prior to implemen-
tation. These proposed changes will be 
summarized in a notice published in 
the FEDERAL REGISTER. The public will 
have the opportunity to comment on 
proposed changes at the meeting of the 
Advisory Board and/or in written com-
ments submitted for this purpose. 
NIOSH will fully consider the com-
ments of the Advisory Board and of the 
public before deciding upon any 
changes. 

§ 82.33 How will NIOSH inform the 
public of changes to the scientific 
elements underlying the dose re-
construction process? 

(a) NIOSH will publish a notice in the 
FEDERAL REGISTER informing the pub-
lic of changes and the rationale for the 
changes. This notice will also provide a 
summary of the recommendations and 
comments received from the Advisory 
Board and the public, as well as re-
sponses to the comments. 

(b) NIOSH may take into account 
other factors and employ other proce-

dures than those specified in this sub-
part, if circumstances arise that re-
quire NIOSH to implement a change 
more immediately than the procedures 
in this subpart allow. 

PART 83—PROCEDURES FOR DES-
IGNATING CLASSES OF EMPLOY-
EES AS MEMBERS OF THE SPECIAL 
EXPOSURE COHORT UNDER THE 
ENERGY EMPLOYEES OCCUPA-
TIONAL ILLNESS COMPENSATION 
PROGRAM ACT OF 2000 

Subpart A—Introduction 

Sec. 
83.0 Background information on the proce-

dures in this part. 
83.1 What is the purpose of the procedures 

in this part? 
83.2 How will DOL use the designations es-

tablished under the procedures in this 
part? 

Subpart B—Definitions 

83.5 Definitions of terms used in the proce-
dures in this part. 

Subpart C—Procedures for Adding Classes 
of Employees to the Cohort 

83.6 Overview of the procedures in this part. 
83.7 Who can submit a petition on behalf of 

a class of employees? 
83.8 How is a petition submitted? 
83.9 What information must a petition in-

clude? 
83.10 If a petition satisfies all relevant re-

quirements under § 83.9, does this mean 
the class will be added to the Cohort? 

83.11 What happens to petition submissions 
that do not satisfy all relevant require-
ments under §§ 83.7 through 83.9? 

83.12 How will NIOSH notify petitioners, 
the Board, and the public of petitions 
that have been selected for evaluation? 

83.13 How will NIOSH evaluate petitions, 
other than petitions by claimants cov-
ered under § 83.14? 

83.14 How will NIOSH evaluate a petition by 
a claimant whose dose reconstruction 
NIOSH could not complete under 42 CFR 
Part 82? 

83.15 How will the Board consider and ad-
vise the Secretary on a petition? 

83.16 How will the Secretary decide the out-
come of a petition? 

83.17 How will the Secretary report a final 
decision to add a class of employees to 
the Cohort and any action of Congress 
concerning the effect of the final deci-
sion? 
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83.18 How can petitioners obtain an admin-
istrative review of a final decision by the 
Secretary? 

83.19 How can the Secretary cancel or mod-
ify a final decision to add a class of em-
ployees to the Cohort? 

AUTHORITY: 42 U.S.C. 7384q; E.O. 13179, 65 
FR 77487, 3 CFR, 2000 Comp., p. 321. 

SOURCE: 69 FR 30780, May 28, 2004, unless 
otherwise noted. 

Subpart A—Introduction 

§ 83.0 Background information on the 
procedures in this part. 

The Energy Employees Occupational 
Illness Compensation Program Act, as 
amended (‘‘EEOICPA’’ or ‘‘the Act’’), 42 
U.S.C. 7384–7385, provides for the pay-
ment of compensation benefits to cov-
ered employees and, where applicable, 
survivors of such employees, of DOE, 
its predecessor agencies and certain of 
its contractors and subcontractors. 
Among the types of illnesses for which 
compensation may be provided are can-
cers. There are two methods set forth 
in the statute for claimants to estab-
lish that a cancer incurred by a cov-
ered worker is compensable under 
EEOICPA. The first is to establish that 
the cancer is at least as likely as not 
related to covered employment at a 
DOE or Atomic Weapons Employer 
(‘‘AWE’’) facility pursuant to guide-
lines issued by the Department of 
Health and Human Services (‘‘HHS’’), 
which are found at 42 CFR part 81. The 
second method to establish that a can-
cer incurred by a covered worker is 
compensable under EEOICPA is to es-
tablish that the worker is a member of 
the Special Exposure Cohort (‘‘the Co-
hort’’) and suffered a specified cancer 
after beginning employment at a DOE 
facility or AWE facility. In Section 
3621(14) of EEOICPA (42 U.S.C. 7384l(14)) 
Congress included certain classes of 
employees in the Cohort. Section 3626 
of the Act (42 U.S.C. 7384q) authorizes 
the addition to the Cohort of other 
classes of employees. This authority 
has been delegated to the Secretary of 
HHS by Executive Order 13179. 

§ 83.1 What is the purpose of the pro-
cedures in this part? 

EEOICPA authorizes the President to 
add classes of employees to the Cohort, 

while providing Congress with the op-
portunity to review and expedite or re-
verse these decisions. The President 
delegated his authority to the Sec-
retary of HHS. This part specifies the 
procedures by which HHS will deter-
mine whether to add new classes of em-
ployees from DOE and AWE facilities 
to the Cohort. HHS will consider add-
ing new classes of employees in re-
sponse to petitions by, or on behalf of, 
such classes of employees. The proce-
dures specify requirements for peti-
tions and for their consideration. These 
requirements are intended to ensure 
that petitions are submitted by author-
ized parties, are justified, and receive 
uniform, fair, scientific consideration. 
The procedures are also designed to 
give petitioners and interested parties 
opportunity for appropriate involve-
ment in the process, and to ensure that 
the process is timely and consistent 
with requirements specified in 
EEOICPA. The procedures are not in-
tended to provide a second opportunity 
to qualify a claim for compensation, 
once HHS has completed the dose re-
construction and DOL has determined 
that the cancer subject to the claim 
was not ‘‘at least as likely as not’’ 
caused by the estimated radiation 
doses. DOL has established procedures 
separate from those covered by this 
part, under 20 CFR part 30, for cancer 
claimants who want to contest the fac-
tual determinations or how NIOSH 
conducted their dose reconstructions. 

§ 83.2 How will DOL use the designa-
tions established under the proce-
dures in this part? 

DOL will adjudicate compensation 
claims for members of classes of em-
ployees added to the Cohort according 
to the same general procedures that 
apply to the statutorily defined classes 
of employees in the Cohort. Specifi-
cally, DOL will determine whether the 
claim is for a qualified member of the 
Cohort with a specified cancer, pursu-
ant to the procedures set forth in 20 
CFR part 30. 
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Subpart B—Definitions 
§ 83.5 Definitions of terms used in the 

procedures in this part. 
(a) Advisory Board on Radiation and 

Worker Health (‘‘the Board’’) is a federal 
advisory committee established under 
EEOICPA and appointed by the Presi-
dent to advise HHS in implementing its 
responsibilities under EEOICPA. 

(b) Atomic Weapons Employer (‘‘AWE’’) 
is a statutory term of EEOICPA which 
means any entity, other than the 
United States, that: 

(1) Processed or produced, for use by 
the United States, material that emit-
ted radiation and was used in the pro-
duction of an atomic weapon, excluding 
uranium mining and milling: and, 

(2) Is designated by the Secretary of 
Energy as an atomic weapons employer 
for purposes of EEOICPA. 

(c) Computation of Time Periods: In 
this Rule, all prescribed or allowed 
time periods will be counted as cal-
endar days from the business day of re-
ceipt by the submitter(s), the peti-
tioner(s), NIOSH, or HHS. Receipt by 
NIOSH, the submitter(s) or peti-
tioner(s) will be either the business day 
of actual receipt or three (3) business 
days after initial proof of mailing, 
whichever time period is shorter. Busi-
ness days are defined as Monday 
through Friday, 8 a.m. to 4:30 p.m. est 
and ‘‘legal holiday’’ will be used as de-
fined by the FED. R. CIV. P. 6(a). 

(d) Class of employees means, for the 
purposes of this part, a group of em-
ployees who work or worked at the 
same DOE facility or AWE facility, and 
for whom the availability of informa-
tion and recorded data on radiation ex-
posures is comparable with respect to 
the informational needs of dose recon-
structions conducted under 42 CFR 
part 82. 

(e) HHS is the U.S. Department of 
Health and Human Services. 

(f) DOE is the U.S. Department of En-
ergy, which includes predecessor agen-
cies of DOE, including the Manhattan 
Engineering District. 

(g) DOL is the U.S. Department of 
Labor. 

(h) Employee, for the purposes of 
these procedures, means a person who 
is or was, for the purposes of EEOICPA, 
an employee of DOE, a DOE contractor 

or subcontractor, or an Atomic Weap-
ons Employer. 

(i) NIOSH is the National Institute 
for Occupational Safety and Health, 
Centers for Disease Control and Pre-
vention, U.S. Department of Health 
and Human Services. 

(j) OCAS is the Office of Compensa-
tion Analysis and Support, National 
Institute for Occupational Safety and 
Health, Centers for Disease Control and 
Prevention, U.S. Department of Health 
and Human Services. 

(k) Petitioner means an individual or 
organization that submits a petition on 
behalf of a class of employees and 
qualifies as a petitioner under § 83.7. A 
single petition shall only include up to 
three petitioners. 

(l) Radiation means ionizing radi-
ation, including alpha particles, beta 
particles, gamma rays, x rays, neu-
trons, protons and other particles capa-
ble of producing ions in the body. For 
the purposes of the proposed proce-
dures, radiation does not include 
sources of non-ionizing radiation such 
as radio-frequency radiation, micro-
waves, visible light, and infrared or ul-
traviolet light radiation. 

(m) Secretary is the Secretary of 
Health and Human Services. 

(n) Specified cancer, as is defined in 
Section 3621(17) of EEOICPA (42 U.S.C. 
7384l(17)) and the DOL regulation im-
plementing EEOICPA (20 CFR 30.5(dd)), 
means: 

(1) Leukemia (other than chronic 
lymphocytic leukemia) provided that 
onset of the disease was at least two 
years after initial occupational expo-
sure; 

(2) Lung cancer (other than in situ 
lung cancer that is discovered during 
or after a post-mortem exam); 

(3) Bone cancer; 
(4) Renal cancers; 
(5) The following diseases, provided 

onset was at least 5 years after first ex-
posure: 

(i) Multiple myeloma; 
(ii) Lymphomas (other than Hodg-

kin’s disease); 
(iii) Primary cancer of the: 
(A) Thyroid; 
(B) Male or female breast; 
(C) Esophagus; 
(D) Stomach; 
(E) Pharynx; 
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(F) Small intestine; 
(G) Pancreas; 
(H) Bile ducts; 
(I) Gall bladder; 
(J) Salivary gland; 
(K) Urinary bladder; 
(L) Brain; 
(M) Colon; 
(N) Ovary; 
(O) Liver (except if cirrhosis or hepa-

titis B is indicated). 
(6) The specified diseases designated 

in this section mean the physiological 
condition or conditions that are recog-
nized by the National Cancer Institute 
under those names or nomenclature, or 
under any previously accepted or com-
monly used names or nomenclature. 

(o) Survivor means a surviving 
spouse, child, parent, grandchild and 
grandparent of a deceased covered em-
ployee as defined in EEOICPA. 

[69 FR 30780, May 28, 2004, as amended at 70 
FR 75952, Dec. 22, 2005; 72 FR 37459, July 10, 
2007] 

Subpart C—Procedures for Adding 
Classes of Employees to the 
Cohort 

§ 83.6 Overview of the procedures in 
this part. 

The procedures in this part specify 
who may petition to add a class of em-
ployees to the Cohort, the require-
ments for such a petition, how a peti-
tion will be selected for evaluation by 
NIOSH and for the advice of the Board, 
and the process NIOSH, the Board, and 
the Secretary will use to consider a pe-
tition, leading to the Secretary’s final 
determination to accept or deny adding 
a class to the Cohort. The rule provides 
for petitions in two distinct cir-
cumstances. One circumstance is when 
NIOSH has attempted to conduct a 
dose reconstruction for a cancer claim-
ant, under 42 CFR part 82, and finds 
that the dose reconstruction cannot be 
completed, because there is insufficient 
information to estimate the radiation 
doses of the claimant with sufficient 
accuracy. The second circumstance in-
cludes all other possibilities. For ex-
ample, a petition may be submitted 
representing a class of employees 
whose members have yet to file claims 
under EEOICPA, or even have yet to be 
diagnosed with cancer. As required by 

EEOICPA (42 U.S.C. 7384l(14)(c)(ii)), the 
procedures in this part include formal 
notice to Congress of any decision by 
the Secretary to add a class to the Co-
hort, and the opportunity for Congress 
to expedite or change the outcome of 
the decision within 180 days. 

§ 83.7 Who can submit a petition on be-
half of a class of employees? 

A petitioner or petitioners for a peti-
tion must be one or more, up to a max-
imum of three, of the following: 

(a) One or more DOE, DOE contractor 
or subcontractor, or AWE employees, 
who would be included in the proposed 
class of employees, or their survivors; 
or 

(b) One or more labor organizations 
representing or formerly having rep-
resented DOE, DOE contractor or sub-
contractor, or AWE employees, who 
would be included in the proposed class 
of employees; or 

(c) One or more individuals or enti-
ties authorized in writing by one or 
more DOE, DOE contractor or subcon-
tractor, or AWE employees, who would 
be included in the proposed class of em-
ployees, or their survivors. 

§ 83.8 How is a petition submitted? 
The petitioner(s) must send a peti-

tion in writing to NIOSH. A petition 
must provide identifying and contact 
information on the petitioner(s) and in-
formation to justify the petition, as 
specified under § 83.9. Detailed instruc-
tions for preparing and submitting a 
petition, including an optional petition 
form, are available from NIOSH 
through direct request (1–800–35– 
NIOSH) or on the Internet at 
www.cdc.gov/niosh/ocas. 

§ 83.9 What information must a peti-
tion include? 

(a) All petitions must provide identi-
fying and contact information on the 
petitioner(s). The information required 
to justify a petition differs, depending 
on the basis of the petition. If the peti-
tion is by a claimant in response to a 
finding by NIOSH that the dose recon-
struction for the claimant cannot be 
completed, then the petition must pro-
vide only the justification specified 
under paragraph (b) of this section. All 
other petitions must provide only the 
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1 HHS will determine the final class defini-
tion(s) for each petition (see § 83.16). 

2 Depending on the factual circumstances 
present, a facility that meets the definition 
of an AWE facility or DOE facility covered 
under EEOICPA (42 U.S.C. 7384l(5) and (12)) 
could, among other possibilities, constitute a 
single building or structure, including the 
grounds upon which it is located, or a site 
encompassing numerous buildings or struc-
tures, including the grounds upon which it is 
located. 

information specified under paragraph 
(c) of this section. The informational 
requirements for petitions are also 
summarized in Table 1 at the end of 
this section. 

(b) The petition must notify NIOSH 
that the claimant is petitioning on the 
basis that NIOSH found, under 42 CFR 
82.12, that the dose reconstruction for 
the claimant could not be completed 
due to insufficient records and infor-
mation. 

(c) The petition must include the fol-
lowing: 

(1) A proposed class definition 1 speci-
fying: 

(i) The DOE facility or AWE facility 2 
at which the class worked; 

(ii) The location or locations at the 
facility covered by the petition (e.g., 
building, technical area); 

(iii) The job titles and/or job duties of 
the class members; 

(iv) The period of employment rel-
evant to the petition; 

(v) Identification of any exposure in-
cident that was unmonitored, unre-
corded, or inadequately monitored or 
recorded, if such incident comprises 
the basis of the petition; and 

(2) A description of the petitioner’s 
(petitioners’’) basis for believing 
records and information available are 
inadequate to estimate the radiation 
doses incurred by members of the pro-
posed class of employees with suffi-
cient accuracy. This description must 
include one of the following elements: 

(i) Documentation or statements pro-
vided by affidavit indicating that radi-
ation exposures and doses to members 
of the proposed class were not mon-
itored, either through personal or area 
monitoring; or 

(ii) Documentation or statements 
provided by affidavit indicating that 
radiation monitoring records for mem-

bers of the proposed class have been 
lost, falsified, or destroyed; or 

(iii) A report from a health physicist 
or other individual with expertise in 
dose reconstruction documenting the 
limitations of existing DOE or AWE 
records on radiation exposures at the 
facility, as relevant to the petition. 
This report should specify the basis for 
believing these documented limitations 
might prevent the completion of dose 
reconstructions for members of the 
class under 42 CFR part 82 and related 
NIOSH technical implementation 
guidelines; or 

(iv) A scientific or technical report, 
published or issued by a government 
agency of the Executive Branch of gov-
ernment or the General Accounting Of-
fice, the Nuclear Regulatory Commis-
sion, or the Defense Nuclear Facilities 
Safety Board, or published in a peer-re-
viewed journal, that identifies dosim-
etry and related information that are 
unavailable (due to either a lack of 
monitoring or the destruction or loss 
of records) for estimating the radiation 
doses of employees covered by the peti-
tion. 

(3) If the petition is based on an expo-
sure incident as described under para-
graph (c)(1)(v) of this section, the peti-
tioner(s) might be required to provide 
evidence that the incident occurred, 
but only if NIOSH is unable to obtain 
records or confirmation of the occur-
rence of such an incident from sources 
independent of the petitioner(s). Such 
evidence would not be required at the 
time the petition is submitted and the 
petitioner(s) would be directly in-
formed of the need for this supple-
mental information. In such cases, ei-
ther of the following may qualify as 
evidence: 

(i) Medical evidence that one or more 
members of the class may have in-
curred a high level radiation dose from 
the incident, such as a depressed white 
blood cell count associated with radi-
ation exposure or the application of 
chelation therapy; or 

(ii) NIOSH will consider evidence pro-
vided by affidavit from one or more 
employees who witnessed the incident. 
If the petitioner cannot provide such 
affidavits because such employees are 
deceased, prevented by reasons of poor 
health or impairment, or cannot be 
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3 An affidavit may be from a petitioner but 
HHS does not require that an affidavit be 
from a petitioner. 

identified or located, then the require-
ment for evidence provided by affidavit 
can be met by providing such an affi-
davit from one or more individuals who 
did not witness the incident, provided 
the individual was directly informed by 
one or more employees who witnessed 
the incident. 3 

(4) The provision of any evidence 
under this section or other provisions 
of this part, including one or more affi-
davits, would not, in and of itself, be 
sufficient to confirm the facts pre-
sented by that evidence. NIOSH will 
consider the adequacy and credibility 
of any evidence provided. 

(5) If, under § 83.15(a), NIOSH has al-
ready issued a FEDERAL REGISTER no-
tice scheduling a Board meeting to 

consider a petition concerning a class 
of employees, then any petitions for 
such a class of employees submitted 
following this notice must, under para-
graph (c)(2) of this section, present sub-
stantially new information that has 
not already been considered by NIOSH. 
For this purpose, NIOSH would find 
that information has been already con-
sidered by NIOSH if it were included in 
the petition(s) that were already con-
sidered by NIOSH or if it were ad-
dressed either in the report(s) by 
NIOSH evaluating such a petition or 
petitions under § 83.13(c) or in a pro-
posed decision by NIOSH responding to 
such a petition or petitions under 
§ 83.16(a). 

TABLE 1 FOR § 83.9: SUMMARY OF INFORMATIONAL REQUIREMENTS FOR ALL PETITIONS 

[Petitioner(s) must submit identifying and contact information and either A. or B. of this table.] 

A. The claimant’s authorization of the petition, 
based on NIOSH having found it could not 
complete a dose reconstrucitn for the claim-
ant submitting the petition; or.

B. (1) A proposed class definition identifying: 
(i) Facility, (ii) relevant locations at the facil-
ity; (iii) job titles/duties, (iv) period of em-
ployment, and if relevant, (v) exposure inci-
dent. 

(2) The basis for infeasibility of dose recon-
struction; either: (i) lack of monitoring; or (ii) 
destruction, falsification, or loss of records; 
or (iii) expert report; or (iv) scientific or tech-
nical report. 

§ 83.10 If a petition satisfies all rel-
evant requirements under § 83.9, 
does this mean the class will be 
added to the Cohort? 

Satisfying the informational require-
ments for a petition does not mean the 
class will be added to the Cohort. It 
means the petition will receive a full 
evaluation by NIOSH, the Board, and 
HHS, as described under §§ 83.13 
through 83.16. The role of the peti-
tioner(s) is to identify classes of em-
ployees that should be considered for 
addition to the Cohort. 

§ 83.11 What happens to petitions that 
do not satisfy all relevant require-
ments under §§ 83.7 through 83.9? 

(a) NIOSH will notify the peti-
tioner(s) of any requirement that is not 
met by the petition, assist the peti-
tioner(s) with guidance in developing 
relevant information, and provide 30 
calendar days for the petitioner(s) to 
revise the petition accordingly. 

(b) After 30 calendar days from the 
date of notification under paragraph 
(a) of this section, NIOSH will notify 
any petitioner(s) whose petition re-
mains unsatisfactory of the proposed 
finding of NIOSH that the petition fails 
to meet the specified requirements and 
the basis for this finding. 
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(c) A petitioner may request in writ-
ing a review of a proposed finding with-
in 30 calendar days of notification 
under paragraph (b) of this section. Pe-
titioners must specify why the pro-
posed finding should be reversed, based 
on the petition requirements and on 
the information that the petitioners 
had already submitted. The request 
may not include any new information 
or documentation that was not in-
cluded in the completed petition. If the 
petitioner obtains new information 
within this 30-day period, the peti-
tioner should provide it to NIOSH. 
NIOSH will consider this new informa-
tion as a revision of the petition under 
paragraph (a) of this section. 

(d) Three HHS personnel, appointed 
by the Director of NIOSH, who were 
not involved in developing the proposed 
finding will complete reviews within 30 
work days of the request for such a re-
view. The Director of NIOSH will con-
sider the results of the review and then 
make a final decision as to whether the 
petition satisfies the requirements for 
a petition. 

(e) Proposed findings established by 
NIOSH under paragraph (b) of this sec-
tion will become final decisions in 31 
calendar days if not reviewed under 
paragraph (d) of this section. 

(f) Based on new information, NIOSH 
may, at its discretion, reconsider a de-
cision that a petition does not satisfy 
the requirements for a petition. 

(g) A petitioner whose petition has 
been found not to satisfy the require-
ments for a petition under either para-
graph (d) or (e) of this section may sub-
mit to NIOSH a new petition for the 
identical class of employees at any 
time thereafter on the basis of new in-
formation not provided to NIOSH in 
the original petition. In such a case, 
the petitioner is required to fully re- 
address all the requirements of §§ 83.7– 
83.9 in the petition. 

[70 FR 75952, Dec. 22, 2005, as amended at 72 
FR 37459, July 10, 2007] 

§ 83.12 How will NIOSH notify peti-
tioners, the Board, and the public 
of petitions that have been selected 
for evaluation? 

(a) NIOSH will notify the peti-
tioner(s) in writing that it has selected 
the petition for evaluation. NIOSH will 

also provide the petitioner(s) with in-
formation on the steps of the evalua-
tion and other processes required pur-
suant to these procedures. 

(b) NIOSH will combine separate pe-
titions and evaluate them as a single 
petition if, at this or at any point in 
the evaluation process under §§ 83.13 
and 83.14, NIOSH finds such petitions 
represent the same class of employees. 

(c) NIOSH will present petitions se-
lected for evaluation to the Board with 
plans specific to evaluating each peti-
tion. Each evaluation plan will include 
the following elements: 

(1) An initial proposed definition for 
the class being evaluated, subject to re-
vision as warranted by the evaluation 
conducted under § 83.13 or § 83.14; and 

(2) A list of activities for evaluating 
the radiation exposure potential of the 
class and the adequacy of existing 
records and information needed to con-
duct dose reconstructions for all class 
members under 42 CFR part 82. 

(d) NIOSH may initiate work to 
evaluate a petition immediately, prior 
to presenting the petition and evalua-
tion plan to the Board. 

(e) NIOSH will publish a notice in the 
FEDERAL REGISTER notifying the public 
of its decision to evaluate a petition. 

§ 83.13 How will NIOSH evaluate peti-
tions, other than petitions by claim-
ants covered under § 83.14? 

(a) NIOSH will collect information on 
the types and levels of radiation expo-
sures that potential members of the 
class may have incurred, as specified 
under 42 CFR 83.14, from the following 
potential sources, as necessary: 

(1) The petition or petitions sub-
mitted on behalf of the class; 

(2) DOE and AWE facility records and 
information; 

(3) Potential members of the class 
and their survivors; 

(4) Labor organizations who rep-
resent or represented employees at the 
facility during the relevant period of 
employment; 

(5) Managers, radiation safety offi-
cials, and other witnesses present dur-
ing the relevant period of employment 
at the DOE facility or AWE facility; 

(6) NIOSH records from epidemiolog-
ical research on DOE populations and 
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records from dose reconstructions con-
ducted under 42 CFR part 82; 

(7) Records from research, dose re-
constructions, medical screening pro-
grams, and other related activities con-
ducted to evaluate the health and/or 
radiation exposures of DOE employees, 
DOE contractor or subcontractor em-
ployees, and/or AWE employees; and 

(8) Other sources. 
(b) The Director of OCAS may deter-

mine that records and/or information 
requested from DOE, an AWE, or an-
other source to evaluate a petition is 
not, or will not be, available on a time-
ly basis. Such a determination will be 
treated, for the purposes of the petition 
evaluation, as equivalent to a finding 
that the records and/or information re-
quested are not available. 

(1) Before the Director of OCAS 
makes such a determination, the 
source(s) potentially in possession of 
such records and/or information will be 
allowed a reasonable amount of time, 
as determined by the Director of OCAS, 
to provide the records and/or informa-
tion. 

(2) Such a determination may take 
into account the types and quantity of 
records and/or information requested 
from the source, as well as any other 
factors that might be relevant to the 
judgment under paragraph (b)(1) of this 
this section of the amount of time that 
is reasonable to provide the records 
and/or information, which would be de-
cided on a case-by-case basis by the Di-
rector of OCAS. 

(c) NIOSH will evaluate records and 
information collected to make the fol-
lowing determinations: 

(1) Is it feasible to estimate the level of 
radiation doses of individual members of 
the class with sufficient accuracy? (i) Ra-
diation doses can be estimated with 
sufficient accuracy if NIOSH has estab-
lished that it has access to sufficient 
information to estimate the maximum 
radiation dose, for every type of cancer 
for which radiation doses are recon-
structed, that could have been incurred 
in plausible circumstances by any 
member of the class, or if NIOSH has 
established that it has access to suffi-
cient information to estimate the radi-
ation doses of members of the class 
more precisely than an estimate of the 
maximum radiation dose. NIOSH must 

also determine that it has information 
regarding monitoring, source, source 
term, or process from the site where 
the employees worked to serve as the 
basis for a dose reconstruction. This 
basis requirement does not limit 
NIOSH to using only or primarily in-
formation from the site where the em-
ployee worked, but a dose reconstruc-
tion must, as a starting point, be based 
on some information from the site 
where the employee worked. 

(ii) In many circumstances, to estab-
lish a positive finding under paragraph 
(c)(1)(i) of this section would require, 
at a minimum, that NIOSH have access 
to reliable information on the identity 
or set of possible identities and max-
imum quantity of each radionuclide 
(the radioactive source material) to 
which members of the class were poten-
tially exposed without adequate pro-
tection. Alternatively, if members of 
the class were potentially exposed 
without adequate protection to 
unmonitored radiation from radiation 
generating equipment (e.g., particle ac-
celerator, industrial x-ray equipment), 
in many circumstances, NIOSH would 
require relevant equipment design and 
performance specifications or informa-
tion on maximum emissions. 

(iii) In many circumstances, to estab-
lish a positive finding under paragraph 
(c)(1)(i) of this section would also re-
quire information describing the proc-
ess through which the radiation expo-
sures of concern may have occurred 
and the physical environment in which 
the exposures may have occurred. 

(iv) In many circumstances, access to 
personal dosimetry data and area mon-
itoring data is not necessary to esti-
mate the maximum radiation doses 
that could have been incurred by any 
member of the class, although radi-
ation doses can be estimated more pre-
cisely with such data. 

(2) How should the class be defined, 
consistent with the findings of the anal-
ysis discussed under paragraph (c)(1) of 
this section? NIOSH will define the fol-
lowing characteristics of a class, tak-
ing into account the class definition 
proposed by the petition and modified 
as necessary to reflect the results of 
the evaluation under paragraph (c)(1) 
of this section: 
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(i) Any of the following employment 
parameters, as necessary to identify 
members included in the class: facility, 
job titles, duties, and/or specific work 
locations at the facility, the relevant 
time period, and any additional identi-
fying characteristics of employment; 
and 

(ii) If applicable, the identification of 
an exposure incident, when 
unmonitored radiation exposure during 
such an incident comprises the basis of 
the petition or the class definition. 

(3) Is there a reasonable likelihood that 
such radiation dose may have endangered 
the health of members of the class? If it is 
not feasible to estimate with sufficient 
accuracy radiation doses for members 
of the class, as provided under para-
graph (c)(1) of this section, then NIOSH 
must determine, as required by the 
statute, that ‘‘there is a reasonable like-
lihood that such radiation dose may have 
endangered the health of members of the 
class’’ (42 U.S.C. 7384q(b)(2)). 

(i) For classes of employees that may 
have been exposed to radiation during 
discrete incidents likely to have in-
volved exceptionally high level expo-
sures, such as nuclear criticality inci-
dents or other events involving simi-
larly high levels of exposures resulting 
from the failure of radiation protection 
controls, NIOSH will assume for the 
purposes of this section that any dura-
tion of unprotected exposure could 
cause a specified cancer, and hence 
may have endangered the health of 
members of the class. Presence with 
potential exposure during the discrete 
incident, rather than a quantified dura-
tion of potential exposure, will satisfy 
the health endangerment criterion. 

(ii) For health endangerment not es-
tablished on the basis of a discrete in-
cident, as described under paragraph 
(c)(3)(i) of this section, NIOSH will 
specify a minimum duration of employ-
ment to satisfy the health 
endangerment criterion as having been 
employed for a number of work days 
aggregating at least 250 work days 
within the parameters established for 
the class or in combination with work 
days within the parameters established 
for one or more other classes of em-
ployees in the Cohort. 

(d) NIOSH will submit a report of its 
evaluation findings to the Board and to 

the petitioner(s). The report will in-
clude the following elements: 

(1) An identification of the relevant 
petitions; 

(2) A proposed definition of the class 
or classes of employees to which the 
evaluation applies, and a summary of 
the basis for this definition, including, 
as necessary: 

(i) Any justification that may be 
needed for the inclusion of groups of 
employees who were not specified in 
the original petition(s); 

(ii) The identification of any groups 
of employees who were identified in the 
original petition(s) who should con-
stitute a separate class of employees; 
or 

(iii) The merging of multiple peti-
tions that represent a single class of 
employees; 

(3) The proposed class definition will 
address the following employment pa-
rameters: 

(i) The DOE facility or the AWE fa-
cility that employed the class; 

(ii) The job titles and/or job duties 
and/or work locations of class mem-
bers; 

(iii) The period of employment with-
in which a class member must have 
been employed at the facility under the 
job titles and/or performing the job du-
ties and/or working in the locations 
specified in this class definition; 

(iv) If applicable, identification of an 
exposure incident, when potential radi-
ation exposure during such an incident 
comprises the basis of the class defini-
tion; 

(v) If necessary, any other param-
eters that serve to define the member-
ship of the class; and 

(vi) For a class for which it is not 
feasible to estimate radiation doses 
with sufficient accuracy, a minimum 
duration of employment within the pa-
rameters of the class for inclusion in 
the class, as defined under paragraph 
(c)(3) of this section; 

(4) A summary of the findings con-
cerning the adequacy of existing 
records and information for recon-
structing doses for individual members 
of the class under the methods of 42 
CFR part 82 specifying, for each class 
defined in the report, whether NIOSH 
finds that it is feasible to estimate the 
radiation doses of members of the class 
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with sufficient accuracy, and a descrip-
tion of the evaluation methods and in-
formation upon which these findings 
are based; and 

(5) For a class for which it is not fea-
sible to estimate radiation doses with 
sufficient accuracy, a summary of the 
basis for establishing the duration of 
employment requirement with respect 
to health endangerment. 

(e) The NIOSH report under para-
graph (d) of this section shall be com-
pleted within 180 calendar days of the 
receipt of the petition by NIOSH. The 
procedure for computing this time pe-
riod is specified in § 83.5(c). In addition, 
the computing of 180 calendar days 
shall not include any days during 
which the petitioner may be revising 
the petition to remedy deficiencies 
identified by NIOSH under § 83.11(a) or 
(b), nor shall it include any days during 
which the petitioner may request a re-
view of a proposed finding under 
§ 83.11(c) or during the conduct of such 
a review under § 83.11(d). 

[69 FR 30780, May 28, 2004, as amended at 72 
FR 37459, July 10, 2007] 

§ 83.14 How will NIOSH evaluate a pe-
tition by a claimant whose dose re-
construction NIOSH could not com-
plete under 42 CFR part 82? 

(a) NIOSH may establish two classes 
for evaluation, to permit the timely 
adjudication of the existing cancer 
claim: 

(1) A class of employees defined using 
the research and analyses already com-
pleted in attempting the dose recon-
struction for the employee identified in 
the claimant’s petition; and 

(2) A class of co-workers similar to 
the class defined under paragraph (a)(1) 
of this section, to be defined by NIOSH 
on the basis of further research and 
analyses, using the procedures under 
§ 83.13. 

(b) NIOSH will determine the health 
endangerment criteria for adding the 
class under paragraph (a)(1) of this sec-
tion to the Cohort, using the proce-
dures under § 83.13. NIOSH will report 
to the Board and to petitioner(s) the 
results of this determination, together 
with its finding under 42 CFR part 82 
that there was insufficient information 
to complete the dose reconstruction. 
HHS will consider this finding under 42 

CFR part 82 sufficient, without further 
consideration, to determine that it is 
not feasible to estimate the levels of 
radiation doses of individual members 
of the class with sufficient accuracy. 

(c) NIOSH will evaluate the petition 
as it may concern a class of co-work-
ers, as described under paragraph (a)(2) 
of this section, according to the proce-
dures under § 83.13. 

§ 83.15 How will the Board consider 
and advise the Secretary on a peti-
tion? 

(a) NIOSH will publish a notice in the 
FEDERAL REGISTER providing notice of 
a Board meeting at which a petition 
will be considered, and summarizing 
the petition to be considered by the 
Board at the meeting and the findings 
of NIOSH from evaluating the petition. 

(b) The Board will consider the peti-
tion and the NIOSH evaluation report 
at the meeting, to which the peti-
tioner(s) will be invited to present 
views and information on the petition 
and the NIOSH evaluation findings. In 
considering the petition, both NIOSH 
and the members of the Board will take 
all steps necessary to prevent the dis-
closure of information of a personal na-
ture, concerning the petitioners or oth-
ers, where disclosure would constitute 
a clearly unwarranted invasion of per-
sonal privacy. 

(c) In considering the petition, the 
Board may obtain and consider addi-
tional information not addressed in the 
petition or the initial NIOSH evalua-
tion report. 

(d) NIOSH may decide to further 
evaluate a petition, upon the request of 
the Board. If NIOSH conducts further 
evaluation, it will report new findings 
to the Board and the petitioner(s). 

(e) Upon the completion of NIOSH 
evaluations and deliberations of the 
Board concerning a petition, the Board 
will develop and transmit to the Sec-
retary a report containing its rec-
ommendations. The Board’s report will 
include the following: 

(1) The identification and inclusion 
of the relevant petition(s); 

(2) The definition of the class of em-
ployees covered by the recommenda-
tion; 
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4 See 42 U.S.C. 7384l(14)(C)(ii). 
5 Under 42 U.S.C. 7384q(c)(2)(C), if the Sec-

retary does not submit within 30 days the de-
termination required under paragraph (a) of 
§ 83.17 of this part, then on the following day, 
‘‘it shall be deemed’’ that the Secretary sub-
mitted the report specified under paragraph 
(b) of § 83.17 of this part. 

(3) A recommendation as to whether 
or not the Secretary should designate 
the class as an addition to the Cohort; 

(4) The relevant criteria under 
§ 83.13(c) and findings and information 
upon which the recommendation is 
based, including NIOSH evaluation re-
ports, information provided by the pe-
titioners, any other information con-
sidered by the Board, and the delibera-
tions of the Board. 

§ 83.16 How will the Secretary decide 
the outcome(s) of a petition? 

(a) The Director of NIOSH will pro-
pose a decision to add or deny adding 
any class or classes of employees to the 
Cohort, including an iteration of the 
relevant criteria, as specified under 
§ 83.13(c), and a summary of the infor-
mation and findings on which the pro-
posed decision is based. This proposed 
decision will take into consideration 
the evaluations of NIOSH and the re-
port and recommendations of the 
Board, and may also take into consid-
eration information presented or sub-
mitted to the Board and the delibera-
tions of the Board. In the case of a pe-
tition that NIOSH has determined en-
compasses more than one class of em-
ployees, the Director of NIOSH will 
issue a separate proposed decision for 
each separate class of employees. 

(b) The Secretary will make the final 
decision to add or deny adding a class 
to the Cohort, including the definition 
of the class, after considering informa-
tion and recommendations provided to 
the Secretary by the Director of 
NIOSH and the Board. HHS will trans-
mit a report of the decision to the peti-
tioner(s), including an iteration of the 
relevant criteria, as specified under 
§ 83.13(c), and a summary of the infor-
mation and findings on which the deci-
sion is based. HHS will also publish a 
notice summarizing the decision in the 
FEDERAL REGISTER. 

(c) If, under § 83.15(e), the Board rec-
ommends that the Secretary designate 
a class covered by the petition as an 
addition to the Cohort, and if, under 
paragraph (b) of § 83.16, the Secretary 
decides to deny adding the class, as de-
fined by the Board, to the Cohort, then 
the Secretary will submit to Congress 
a determination that the statutory cri-
teria specified under 42 U.S.C. 

7384q(b)(1) and (2) have not been met 
for adding the class to the Cohort. The 
Secretary will submit this determina-
tion to Congress within 30 calendar 
days following receipt by the Secretary 
of the recommendation of the Board. 

[70 FR 75953, Dec. 22, 2005] 

§ 83.17 How will the Secretary report a 
final decision to add a class of em-
ployees to the Cohort and any ac-
tion of Congress concerning the ef-
fect of the final decision? 

(a) If the Secretary designates a class 
of employees to be added to the Cohort, 
the Secretary will transmit to Con-
gress a report providing the designa-
tion, the definition of the class of em-
ployees covered by the designation, and 
the criteria and findings upon which 
the designation was based. 4 

(b) If, under § 83.15(e), the Board rec-
ommends that the Secretary designate 
a class covered by the petition as an 
addition to the Cohort, and if, under 
paragraph (b) of § 83.16, the Secretary 
decides to add a class to the Cohort 
that is inclusive of the class as defined 
by the Board, then the Secretary will 
transmit to Congress the report speci-
fied in paragraph (a) of this section 
within 30 calendar days following re-
ceipt by the Secretary of the rec-
ommendation of the Board. 

(c) A designation of the Secretary 
will take effect 30 calendar days after 
the date on which the report of the 
Secretary under paragraph (a) of this 
section is submitted to Congress, or is 
deemed to have been submitted to Con-
gress, 5 unless Congress takes an action 
that reverses or expedites the designa-
tion. 

(d) After either the expiration of the 
congressional review period or notifica-
tion of final congressional action, 
whichever comes first, the Secretary 
will transmit to DOL and to the peti-
tioner(s) a report providing the defini-
tion of the class and one of the fol-
lowing outcomes: 
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(1) The addition of the class to the 
Cohort; or 

(2) The result of any action by Con-
gress to reverse or expedite the deci-
sion of the Secretary to add the class 
to the Cohort. 

(e) The report specified under para-
graph (d) of this section will be pub-
lished on the Internet at http:// 
www.cdc.gov/niosh/ocas and in the FED-
ERAL REGISTER. 

[69 FR 30780, May 28, 2004, as amended at 70 
FR 75953, Dec. 22, 2005] 

§ 83.18 How can petitioners obtain an 
administrative review of a final de-
cision by the Secretary? 

(a) HHS will allow petitioners to con-
test only a final decision to deny add-
ing a class to the Cohort or a health 
endangerment determination under 
§ 83.13(c)(3)(ii). Such challenges must be 
submitted in writing within 30 calendar 
days and must include evidence that 
the final decision relies on a record of 
either substantial factual errors or 
substantial errors in the implementa-
tion of the procedures of this part. 
Challenges may not introduce new in-
formation or documentation con-
cerning the petition or the NIOSH or 
Board evaluation(s) that was not sub-
mitted or presented by the peti-
tioner(s) or others to NIOSH or to the 
Board prior to the Board’s issuing its 
recommendations under § 83.15. 

(b) A panel of three HHS personnel, 
independent of NIOSH and appointed 
by the Secretary, will conduct an ad-
ministrative review based on a chal-
lenge submitted under paragraph (a) of 
this section and provide recommenda-
tions of the panel to the Secretary con-
cerning the merits of the challenge and 
the resolution of issues contested by 
the challenge. Reviews by the panel 
will consider, in addition to the views 
and information submitted by the peti-
tioner(s) in the challenge, the NIOSH 
evaluation report(s), the report con-
taining the recommendations of the 
Board issued under § 83.15, and rec-
ommendations of the Director of 
NIOSH to the Secretary. The reviews 
may also consider information pre-
sented or submitted to the Board and 
the deliberations of the Board prior to 
the issuance of the recommendations of 
the Board under § 83.15. The panel shall 

consider whether HHS substantially 
complied with the procedures of this 
part, the factual accuracy of the infor-
mation supporting the final decision, 
and the principal findings and rec-
ommendations of NIOSH and those of 
the Board issued under § 83.15. 

(c) The Secretary will decide whether 
or not to revise a final decision con-
tested by the petitioner(s) under this 
section after considering information 
and recommendations provided to the 
Secretary by the Director of NIOSH, 
the Board, and from the HHS adminis-
trative review conducted under para-
graph (b) of this section. HHS will 
transmit a report of the decision to the 
petitioner(s). 

(d) If the Secretary decides under 
paragraph (c) of this section to change 
a designation under § 83.17(a) of this 
part or a determination under § 83.16(c) 
of this part, the Secretary will trans-
mit to Congress a report providing 
such change to the designation or de-
termination, including an iteration of 
the relevant criteria, as specified under 
§ 83.13(c), and a summary of the infor-
mation and findings on which the deci-
sion is based. HHS will also publish a 
notice summarizing the decision in the 
FEDERAL REGISTER. 

(e) A new designation of the Sec-
retary under this section will take ef-
fect 30 calendar days after the date on 
which the report of the Secretary 
under paragraph (d) of this section is 
submitted to Congress, unless Congress 
takes an action that reverses or expe-
dites the designation. Such new des-
ignations and related congressional ac-
tions will be further reported by the 
Secretary pursuant to paragraphs (d) 
and (e) of § 83.17. 

[70 FR 75953, Dec. 22, 2005] 

§ 83.19 How can the Secretary cancel 
or modify a final decision to add a 
class of employees to the Cohort? 

(a) The Secretary can cancel a final 
decision to add a class to the Cohort, 
or can modify a final decision to reduce 
the scope of a class added by the Sec-
retary, if HHS obtains records relevant 
to radiation exposures of members of 
the class that enable NIOSH to esti-
mate the radiation doses incurred by 
individual members of the class 
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through dose reconstructions con-
ducted under the requirements of 42 
CFR part 82. 

(b) Before canceling a final decision 
to add a class or modifying a final deci-
sion to reduce the scope of a class, the 
Secretary intends to follow evaluation 
procedures that are substantially simi-
lar to those described in this part for 
adding a class of employees to the Co-
hort. The procedures will include the 
following: 

(1) Publication of a notice in the FED-
ERAL REGISTER informing the public of 
the intent of the Secretary to review 
the final decision on the basis of new 
information and describing procedures 
for this review; 

(2) An analysis by NIOSH of the util-
ity of the new information for con-
ducting dose reconstructions under 42 
CFR part 82; the analysis will be per-
formed consistently with the require-
ments for analysis of a petition by 
NIOSH under §§ 83.13(c)(1) and (2), and 
83.13(c)(2) and (3); 

(3) A recommendation by the Board 
to the Secretary as to whether or not 
the Secretary should cancel or modify 
his final decision that added the class 
to the Cohort, based upon a review by 
the Board of the NIOSH analysis under 
paragraph (b)(2) of this section and any 
other relevant information considered 
by the Board; 

(4) An opportunity for members of 
the class to contest a proposed decision 
to cancel or modify the prior final deci-
sion that added the class to the Cohort, 
including a reasonable and timely ef-
fort by the Secretary to notify mem-
bers of the class of this opportunity; 
and 

(5) Publication in the FEDERAL REG-
ISTER of a final decision to cancel or 
modify the prior final decision that 
added the class to the Cohort. 

[69 FR 30780, May 28, 2004. Redesignated at 70 
FR 75953, Dec. 22, 2005] 

PART 84—APPROVAL OF 
RESPIRATORY PROTECTIVE DEVICES 

Subpart A—General Provisions 

Sec. 
84.1 Purpose. 
84.2 Definitions. 

84.3 Respirators for mine rescue or other 
emergency use in mines. 

Subpart B—Application for Approval 

84.10 Application procedures. 
84.11 Contents of application. 
84.12 Delivery of respirators and compo-

nents by applicant; requirements. 

Subpart C—Fees 

84.20 Establishment of fees. 
84.21 Fee calculation. 
84.22 Fee administration. 
84.23 Fee revision. 
84.24 Authorization for additional examina-

tions, inspections, tests, and fees. 

Subpart D—Approval and Disapproval 

84.30 Certificates of approval; scope of ap-
proval. 

84.31 Certificates of approval; contents. 
84.32 Notice of disapproval. 
84.33 Approval labels and markings; ap-

proval of contents; use. 
84.34 Revocation of certificates of approval. 
84.35 Changes or modifications of approved 

respirators; issuance of modification of 
certificate of approval. 

84.36 Delivery of changed or modified ap-
proved respirator. 

Subpart E—Quality Control 

84.40 Quality control plans; filing require-
ments. 

84.41 Quality control plans; contents. 
84.42 Proposed quality control plans; ap-

proval by the Institute. 
84.43 Quality control records; review by the 

Institute; revocation of approval. 

Subpart F—Classification of Approved Res-
pirators; Scope of Approval; Atmos-
pheric Hazards; Service Time 

84.50 Types of respirators to be approved; 
scope of approval. 

84.51 Entry and escape, or escape only; clas-
sification. 

84.52 Respiratory hazards; classification. 
84.53 Service time; classification. 

Subpart G—General Construction and 
Performance Requirements 

84.60 Construction and performance require-
ments; general. 

84.61 General construction requirements. 
84.62 Component parts; minimum require-

ments. 
84.63 Test requirements; general. 
84.64 Pretesting by applicant; approval of 

test methods. 
84.65 Conduct of examinations, inspections, 

and tests by the Institute; assistance by 
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applicant; observers; recorded data; pub-
lic demonstrations. 

84.66 Withdrawal of applications. 

Subpart H—Self-Contained Breathing 
Apparatus 

84.70 Self-contained breathing apparatus; 
description. 

84.71 Self-contained breathing apparatus; 
required components. 

84.72 Breathing tubes; minimum require-
ments. 

84.73 Harnesses; installation and construc-
tion; minimum requirements. 

84.74 Apparatus containers; minimum re-
quirements. 

84.75 Half-mask facepieces, full facepieces, 
mouthpieces; fit; minimum require-
ments. 

84.76 Facepieces; eyepieces; minimum re-
quirements. 

84.77 Inhalation and exhalation valves; min-
imum requirements. 

84.78 Head harnesses; minimum require-
ments. 

84.79 Breathing gas; minimum require-
ments. 

84.80 Interchangeability of oxygen and air 
prohibited. 

84.81 Compressed breathing gas and lique-
fied breathing gas containers; minimum 
requirements. 

84.82 Gas pressure gages; minimum require-
ments. 

84.83 Timers; elapsed time indicators; re-
maining service life indicators; minimum 
requirements. 

84.84 Hand-operated valves; minimum re-
quirements. 

84.85 Breathing bags; minimum require-
ments. 

84.86 Component parts exposed to oxygen 
pressures; minimum requirements. 

84.87 Compressed gas filters; minimum re-
quirements. 

84.88 Breathing bag test. 
84.89 Weight requirement. 
84.90 Breathing resistance test; inhalation. 
84.91 Breathing resistance test; exhalation. 
84.92 Exhalation valve leakage test. 
84.93 Gas flow test; open-circuit apparatus. 
84.94 Gas flow test; closed-circuit appa-

ratus. 
84.95 Service time test; open-circuit appa-

ratus. 
84.96 Service time test; closed-circuit appa-

ratus. 
84.97 Test for carbon dioxide in inspired gas; 

open- and closed-circuit apparatus; max-
imum allowable limits. 

84.98 Tests during low temperature oper-
ation. 

84.99 Man tests; testing conditions; general 
requirements. 

84.100 Man tests 1, 2, 3, and 4; requirements. 
84.101 Man test 5; requirements. 

84.102 Man test 6; requirements. 
84.103 Man tests; performance requirements. 
84.104 Gas tightness test; minimum require-

ments. 
TABLES TO SUBPART H OF PART 84 

Subpart I—Gas Masks 

84.110 Gas masks; description. 
84.111 Gas masks; required components. 
84.112 Canisters and cartridges in parallel; 

resistance requirements. 
84.113 Canisters and cartridges; color and 

markings; requirements. 
84.114 Filters used with canisters and car-

tridges; location; replacement. 
84.115 Breathing tubes; minimum require-

ments. 
84.116 Harnesses; installation and construc-

tion; minimum requirements. 
84.117 Gas mask containers; minimum re-

quirements. 
84.118 Half-mask facepieces, full facepieces, 

and mouthpieces; fit; minimum require-
ments. 

84.119 Facepieces; eyepieces; minimum re-
quirements. 

84.120 Inhalation and exhalation valves; 
minimum requirements. 

84.121 Head harnesses; minimum require-
ments. 

84.122 Breathing resistance test; minimum 
requirements. 

84.123 Exhalation valve leakage test. 
84.124 Facepiece tests; minimum require-

ments. 
84.125 Particulate tests; canisters con-

taining particulate filters; minimum re-
quirements. 

84.126 Canister bench tests; minimum re-
quirements. 

TABLES TO SUBPART I OF PART 84 

Subpart J—Supplied-Air Respirators 

84.130 Supplied-air respirators; description. 
84.131 Supplied-air respirators; required 

components. 
84.132 Breathing tubes; minimum require-

ments. 
84.133 Harnesses; installation and construc-

tion; minimum requirements. 
84.134 Respirator containers; minimum re-

quirements. 
84.135 Half-mask facepieces, full facepieces, 

hoods, and helmets; fit; minimum re-
quirements. 

84.136 Facepieces, hoods, and helmets; eye-
pieces; minimum requirements. 

84.137 Inhalation and exhalation valves; 
check valves; minimum requirements. 

84.138 Head harnesses; minimum require-
ments. 

84.139 Head and neck protection; supplied- 
air respirators; minimum requirements. 

84.140 Air velocity and noise levels; hoods 
and helmets; minimum requirements. 
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84.141 Breathing gas; minimum require-
ments. 

84.142 Air supply source; hand-operated or 
motor driven air blowers; Type A sup-
plied-air respirators; minimum require-
ments. 

84.143 Terminal fittings or chambers; Type 
B supplied-air respirators; minimum re-
quirements. 

84.144 Hand-operated blower test; minimum 
requirements. 

84.145 Motor-operated blower test; min-
imum requirements. 

84.146 Method of measuring the power and 
torque required to operate blowers. 

84.147 Type B supplied-air respirator; min-
imum requirements. 

84.148 Type C supplied-air respirator, con-
tinuous-flow class; minimum require-
ments. 

84.149 Type C supplied-air respirator, de-
mand and pressure demand class; min-
imum requirements. 

84.150 Air-supply line tests; minimum re-
quirements. 

84.151 Harness test; minimum requirements. 
84.152 Breathing tube test; minimum re-

quirements. 
84.153 Airflow resistance test, Type A and 

Type AE supplied-air respirators; min-
imum requirements. 

84.154 Airflow resistance test; Type B and 
Type BE supplied-air respirators; min-
imum requirements. 

84.155 Airflow resistance test; Type C sup-
plied-air respirator, continuous flow 
class and Type CE supplied-air res-
pirator; minimum requirements. 

84.156 Airflow resistance test; Type C sup-
plied-air respirator, demand class; min-
imum requirements. 

84.157 Airflow resistance test; Type C sup-
plied-air respirator, pressure-demand 
class; minimum requirements. 

84.158 Exhalation valve leakage test. 
84.159 Man tests for gases and vapors; sup-

plied-air respirators; general perform-
ance requirements. 

84.160 Man test for gases and vapors; Type A 
and Type AE respirators; test require-
ments. 

84.161 Man tests for gases and vapors; Type 
B and Type BE respirators; test require-
ments. 

84.162 Man test for gases and vapors; Type C 
respirators, continuous-flow class and 
Type CE supplied-air respirators; test re-
quirements. 

84.163 Man test for gases and vapors; Type C 
supplied-air respirators, demand and 
pressure-demand classes; test require-
ments. 

TABLES TO SUBPART J OF PART 84 

Subpart K—Non-Powered Air-Purifying 
Particulate Respirators 

84.170 Non-powered air-purifying particu-
late respirators; description. 

84.171 Non-powered air-purifying particu-
late respirators; required components. 

84.172 Breathing tubes; minimum require-
ments. 

84.173 Harnesses; installation and construc-
tion; minimum requirements. 

84.174 Respirator containers; minimum re-
quirements. 

84.175 Half-mask facepieces, full facepieces, 
hoods, helmets, and mouthpieces; fit; 
minimum requirements. 

84.176 Facepieces, hoods, and helmets; eye-
pieces; minimum requirements. 

84.177 Inhalation and exhalation valves; 
minimum requirements. 

84.178 Head harnesses; minimum require-
ments. 

84.179 Non-powered air-purifying particu-
late respirators; filter identification. 

84.180 Airflow resistance tests. 
84.181 Non-powered air-purifying particu-

late filter efficiency level determination. 
84.182 Exhalation valve leakage test; min-

imum requirements. 

Subpart L—Chemical Cartridge Respirators 

84.190 Chemical cartridge respirators: de-
scription. 

84.191 Chemical cartridge respirators; re-
quired components. 

84.192 Cartridges in parallel; resistance re-
quirements. 

84.193 Cartridges; color and markings; re-
quirements. 

84.194 Filters used with chemical cartridges; 
location; replacement. 

84.195 Breathing tubes; minimum require-
ments. 

84.196 Harnesses; installation and construc-
tion; minimum requirements. 

84.197 Respirator containers; minimum re-
quirements. 

84.198 Half-mask facepieces, full facepieces, 
mouthpieces, hoods, and helmets; fit; 
minimum requirements. 

84.199 Facepieces, hoods, and helmets; eye-
pieces; minimum requirements. 

84.200 Inhalation and exhalation valves; 
minimum requirements. 

84.201 Head harnesses; minimum require-
ments. 

84.202 Air velocity and noise levels; hoods 
and helmets; minimum requirements. 

84.203 Breathing resistance test; minimum 
requirements. 

84.204 Exhalation valve leakage test; min-
imum requirements. 

84.205 Facepiece test; minimum require-
ments. 

84.206 Particulate tests; respirators with fil-
ters; minimum requirements; general. 
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84.207 Bench tests; gas and vapor tests; min-
imum requirements; general. 

TABLES TO SUBPART L OF PART 84 

Subpart M [Reserved] 

Subpart N—Special Use Respirators 

84.250 Vinyl chloride respirators; descrip-
tion. 

84.251 Required components. 
84.252 Gas masks; requirements and tests. 
84.253 Chemical-cartridge respirators; re-

quirements and tests. 
84.254 Powered air-purifying respirators; re-

quirements and tests. 
84.255 Requirements for end-of-service-life 

indicator. 
84.256 Quality control requirements. 
84.257 Labeling requirements. 

Subpart O—Closed-Circuit Escape 
Respirators 

84.300 Closed-circuit escape respirator; de-
scription. 

84.301 Applicability to new and previously 
approved CCERs. 

84.302 Required components, attributes, and 
instructions. 

84.303 General testing conditions and re-
quirements. 

84.304 Capacity test requirements. 
84.305 Performance test requirements. 
84.306 Wearability test requirements. 
84.307 Environmental treatments. 
84.308 Additional testing. 
84.309 Additional testing and requirements 

for dockable CCERs. 
84.310 Post-approval testing. 
84.311 Registration of CCER units upon pur-

chase. 

Subparts P–JJ [Reserved] 

Subpart KK—Dust, Fume, and Mist; Pes-
ticide; Paint Spray; Powered Air-Puri-
fying High Efficiency Respirators and 
Combination Gas Masks 

84.1100 Scope and effective dates. 
84.1101 Definitions. 
84.1103 Approval labels and markings; ap-

proval of contents; use. 
84.1130 Respirators; description. 
84.1131 Respirators; required components. 
84.1132 Breathing tubes; minimum require-

ments. 
84.1133 Harnesses; installation and con-

struction; minimum requirements. 
84.1134 Respirator containers; minimum re-

quirements. 
84.1135 Half-mask facepieces, full facepieces, 

hoods, helmets, and mouthpieces; fit; 
minimum requirements. 

84.1136 Facepieces, hoods, and helmets; eye-
pieces; minimum requirements. 

84.1137 Inhalation and exhalation valves; 
minimum requirements. 

84.1138 Head harnesses; minimum require-
ments. 

84.1139 Air velocity and noise levels; hoods 
and helmets; minimum requirements. 

84.1140 Dust, fume, and mist respirators; 
performance requirements; general. 

84.1141 Isoamyl acetate tightness test; dust, 
fume, and mist respirators designed for 
respiratory protection against fumes of 
various metals having an air contamina-
tion level not less than 0.05 milligram 
per cubic meter; minimum requirements. 

84.1142 Isoamyl acetate tightness test; res-
pirators designed for respiratory protec-
tion against dusts, fumes, and mists hav-
ing an air contamination level less than 
0.05 milligram per cubic meter, or 
against radionuclides; minimum require-
ments. 

84.1143 Dust, fume, and mist air-purifying 
filter tests; performance requirements; 
general. 

84.1144 Silica dust test for dust, fume, and 
mist respirators; single-use or reusable 
filters; minimum requirements. 

84.1145 Silica dust test; non-powered single- 
use dust respirators; minimum require-
ments. 

84.1146 Lead fume test for dust, fume, and 
mist respirators; minimum require-
ments. 

84.1147 Silica mist test for dust, fume, and 
mist respirators; minimum require-
ments. 

84.1148 Tests for respirators designed for 
respiratory protection against more than 
one type of dispersoid; minimum require-
ments. 

84.1149 Airflow resistance tests; all dust, 
fume, and mist respirators; minimum re-
quirements. 

84.1150 Exhalation valve leakage test; min-
imum requirements. 

84.1151 DOP filter test; respirators designed 
as respiratory protection against dusts, 
fumes, and mists having an air contami-
nation level less than 0.05 milligram per 
cubic meter and against radionuclides; 
minimum requirements. 

84.1152 Silica dust loading test; respirators 
designed as protection against dusts, 
fumes, and mists having an air contami-
nation level less than 0.05 milligram per 
cubic meter and against radionuclides; 
minimum requirements. 

84.1153 Dust, fume, mist, and smoke tests; 
canister bench tests; gas mask canisters 
containing filters; minimum require-
ments. 

84.1154 Canister and cartridge requirements. 
84.1155 Filters used with canisters and car-

tridges; location; replacement. 
84.1156 Pesticide respirators; performance 

requirements; general. 
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84.1157 Chemical cartridge respirators with 
particulate filters; performance require-
ments; general. 

84.1158 Dust, fume, and mist tests; res-
pirators with filters; minimum require-
ments; general. 

TABLES TO SUBPART KK OF PART 84 
APPENDIX A TO PART 84—ANNUAL (FIXED) 

RESPIRATOR CERTIFICATION FEES 
APPENDIX B TO PART 84—APPLICATION-BASED 

RESPIRATOR CERTIFICATION FEES 

AUTHORITY: 29 U.S.C. 651 et seq.; 30 U.S.C. 3, 
5, 7, 811, 842(h), 844. 

SOURCE: 60 FR 30355, June 8, 1995, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 84 appear at 69 FR 18803, Apr. 9, 2004. 

Subpart A—General Provisions 

§ 84.1 Purpose. 

The purpose of the regulations con-
tained in this part 84 is: 

(a) To establish procedures and pre-
scribe requirements which must be met 
in filing applications for approval by 
the National Institute for Occupational 
Safety and Health of respirators or 
changes or modifications of approved 
respirators; 

(b) To establish a schedule of fees to 
be charged each applicant for the in-
spections, examinations, and testing 
conducted by the Institute under the 
provisions of this part; 

(c) To provide for the issuance of cer-
tificates of approval or modifications 
of certificates of approval for res-
pirators which have met the applicable 
construction, performance, and res-
piratory protection requirements set 
forth in this part; and 

(d) To specify minimum require-
ments and to prescribe methods to be 
employed by the Institute and by the 
applicant in conducting inspections, 
examinations, and tests to determine 
the effectiveness of respirators used 
during entry into or escape from haz-
ardous atmospheres. 

§ 84.2 Definitions. 

As used in this part— 
Applicant means an individual, part-

nership, company, corporation, asso-
ciation, or other organization that de-
signs, manufactures, assembles, or con-
trols the assembly of a respirator and 

who seeks to obtain a certificate of ap-
proval for such respirator. 

Approval means a certificate or for-
mal document issued by the Institute 
stating that an individual respirator or 
combination of respirators has met the 
minimum requirements of this part, 
and that the applicant is authorized to 
use and attach an approval label to any 
respirator, respirator container, or in-
struction card for any respirator manu-
factured or assembled in conformance 
with the plans and specifications upon 
which the approval was based, as evi-
dence of such approval. 

Approved means conforming to the 
minimum requirements of this part. 

Auxiliary equipment means a self-con-
tained breathing apparatus, the use of 
which is limited in underground mine 
rescue and recovery operations to situ-
ations where the wearer has ready ac-
cess to fresh air and at least one crew 
equipped with approved self-contained 
breathing apparatus of 2 hours or 
longer rating, is in reserve at a fresh- 
air base. 

Compressed-breathing gas means oxy-
gen or air stored in a compressed state 
and supplied to the wearer in gaseous 
form. 

dBA means sound pressure levels in 
decibels, as measured with the A- 
weighted network of a standard sound 
level meter using slow response. 

Dust means a solid mechanically pro-
duced particle with a size ranging from 
submicroscopic to macroscopic. 

A facepiece or mouthpiece is a res-
pirator component designed to provide 
a gas-tight or dust-tight fit with the 
face and may include headbands, 
valves, and connections for canisters, 
cartridges, filters, or respirable gas 
source. 

Final inspection means that activity 
carried out on a product after all man-
ufacturing and assembly operations are 
completed to insure completeness and 
adherence to performance or other 
specifications, including satisfactory 
appearance. 

Fume means a solid condensation par-
ticle, generally less than 1 micrometer 
in diameter. 

Gas means an aeriform fluid which is 
in a gaseous state at ordinary tempera-
ture and pressure. 

Hazardous atmosphere means: 
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(1) Any atmosphere containing a 
toxic or disease producing gas, vapor, 
dust, fume, mist, or pesticide, either 
immediately or not immediately dan-
gerous to life or health; or 

(2) Any oxygen-deficient atmosphere. 
A hood or helmet is a respirator com-

ponent which covers the wearer’s head 
and neck, or head, neck, and shoulders, 
and is supplied with incoming res-
pirable air for the wearer to breathe. It 
may include a headharness and connec-
tion for a breathing tube. 

Immediately dangerous to life or health 
means conditions that pose an imme-
diate threat to life or health or condi-
tions that pose an immediate threat of 
severe exposure to contaminants, such 
as radioactive materials, which are 
likely to have adverse cumulative or 
delayed effects on health. 

Incoming inspection means the activ-
ity of receiving, examining, and ac-
cepting only those materials and parts 
whose quality conforms to specifica-
tion requirements. 

In-process inspection means the con-
trol of products at the source of pro-
duction and at each step of the manu-
facturing process, so that departures 
from specifications can be corrected 
before defective components or mate-
rials are assembled into the finished 
product. 

Institute or NIOSH means the Na-
tional Institute for Occupational Safe-
ty and Health, Department of Health 
and Human Services. 

Liquefied-breathing gas means oxygen 
or air stored in liquid form and sup-
plied to the wearer in a gaseous form. 

Mist means a liquid condensation par-
ticle with a size ranging from sub-
microscopic to macroscopic. 

MSHA means the Mine Safety and 
Health Administration, U.S. Depart-
ment of Labor. 

National Personal Protective Tech-
nology Laboratory (NPPTL) means the 
National Personal Protective Tech-
nology Laboratory, National Institute 
for Occupational Safety and Health 
(NIOSH), Centers for Disease Control 
and Prevention, Department of Health 
and Human Services, P.O. Box 18070, 626 
Cochrans Mill Road, Pittsburgh, PA 
15236. NPPTL administers the NIOSH 
conformity assessment program for 
respiratory protective devices, replac-

ing the former Certification and Qual-
ity Assurance Branch within the Divi-
sion of Safety Research, Appalachian 
Laboratory for Occupational Safety 
and Health, NIOSH. 

Not immediately dangerous to life or 
health means any hazardous atmos-
phere which may produce physical dis-
comfort immediately, chronic poi-
soning after repeated exposure, or 
acute adverse physiological symptoms 
after prolonged exposure. 

Oxygen-deficient atmosphere means an 
atmosphere which contains an oxygen 
partial pressure of less than 148 milli-
meters of mercury (19.5 percent by vol-
ume at sea level). 

Powered air-purifying respirator means 
a device equipped with a facepiece, 
hood, or helmet, breathing tube, can-
ister, cartridge, filter, canister with 
filter, or cartridge with filter, and a 
blower. 

Respirator means any device designed 
to provide the wearer with respiratory 
protection against inhalation of a haz-
ardous atmosphere. 

Respirators for entry into and escape 
from means respiratory devices pro-
viding protection during entry into and 
escape from hazardous atmospheres. 

Respirators for escape only means res-
piratory devices providing protection 
only during escape from hazardous 
atmospheres. 

(Single-use respirator means a res-
pirator that is entirely discarded after 
excessive resistance, sorbent exhaus-
tion, or physical damage renders it un-
suitable for further use. 

Vapor means the gaseous state of a 
substance that is solid or liquid at or-
dinary temperature and pressure. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3906, Jan. 26, 2015] 

§ 84.3 Respirators for mine rescue or 
other emergency use in mines. 

(a)(1) NIOSH and the Mine Safety and 
Health Administration (MSHA), U.S. 
Department of Labor, shall jointly re-
view and issue certifications for res-
pirators used for mine emergencies and 
mine rescue, including any associated 
service-life plans, users’ manuals and 
other supporting documentation. 

(2) Each certification for a respirator 
designed for mine rescue or other 
emergency use in mines shall include, 
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as a condition of approval, any use lim-
itations related to mine safety and 
health. 

(b) NIOSH and MSHA shall jointly 
determine appropriate recall and ret-
rofit remedies for field complaints or 
identified deficiencies involving any 
respirators used in the mining environ-
ment. 

Subpart B—Application for 
Approval 

§ 84.10 Application procedures. 

(a) Inspection, examination, and test-
ing leading to the approval of the types 
of respirators classified in subpart F of 
this part shall be undertaken by the In-
stitute only pursuant to written appli-
cations which meet the minimum re-
quirements set forth in this subpart B. 

(b) Applications must be submitted 
in accordance with the Standard Appli-
cation Procedure for the Certification of 
Respirators under 42 CFR 84, (Standard 
Application Procedure) available on the 
NPPTL Web site, to Records Room, Na-
tional Personal Protective Technology 
Laboratory, P.O. Box 18070, 626 Coch-
rans Mill Road, Pittsburgh, PA 15236. 

(c) Except as provided in § 84.64, the 
examination, inspection, and testing of 
all respirators will be conducted or 
caused to be conducted by the National 
Personal Protective Technology Lab-
oratory. 

(d) Applicants, manufacturers, or 
their representatives may visit or com-
municate with the National Personal 
Protective Technology Laboratory in 
order to discuss the requirements for 
approval of any respirator or the pro-
posed designs thereof. No charge will 
be made for such consultation and no 
written report will be issued to appli-
cants, manufacturers, or their rep-
resentatives by the Institute as a re-
sult of such consultation. 

(e) Respirators having electrical or 
electronic components that are re-
quired to be permissible under chapter 
I of title 30 shall be tested in accord-
ance with 30 CFR part 18. Applications 
for approval of such respirators by 
MSHA shall be submitted in writing to: 
MSHA, Approval and Certification Cen-

ter, Box 251, Industrial Park Road, 
Triadelphia, West Virginia 26059. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3906, Jan. 26, 2015] 

§ 84.11 Contents of application. 

(a) Each application for approval 
shall contain a complete written de-
scription of the respirator for which 
approval is requested together with 
drawings and specifications (and lists 
thereof) showing full details of con-
struction of the respirator and of the 
materials used. 

(b) Drawings shall be titled, num-
bered, and dated; any revision dates 
shall be shown on the drawings, and 
the purpose of each revision being 
sought shall be shown on the drawing 
or described on an attachment to the 
drawing to which it applies. 

(c) Each application for approval 
shall contain a proposed plan for qual-
ity control which meets the minimum 
requirements set forth in subpart E of 
this part. 

(d) Each application shall contain a 
statement that the respirator has been 
pretested by the applicant as pre-
scribed in § 84.64, and shall include the 
results of such tests. 

(e) Each application for approval 
shall contain a statement that the res-
pirator and component parts submitted 
for approval are either prototypes, or 
made on regular production tooling, 
with no operation included which will 
not be incorporated in regular produc-
tion processing. 

(The information collections contained in 
this section are approved under OMB control 
number 0920–0109) 

§ 84.12 Delivery of respirators and 
components by applicant; require-
ments. 

(a) Each applicant shall, when an ap-
plication is filed pursuant to § 84.10, be 
advised by the Institute of the total 
number of respirators and component 
parts required for testing. 

(b) The applicant will deliver, at his 
or her own expense, the number of 
completely assembled respirators and 
component parts required for their ex-
amination, inspection, and testing, to 
the National Personal Protective Tech-
nology Laboratory. 
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(c) Respirators and component parts 
submitted for approval must be made 
from materials specified in the applica-
tion. 

(d) One completely assembled res-
pirator approved under the provisions 
of this part may be retained by the In-
stitute as a laboratory exhibit, the re-
maining respirators may be returned to 
the applicant at his own expense, upon 
written request within 30 days after no-
tice of approval. If no such request is 
made, the respirators will be disposed 
of by the Institute in such manner as it 
deems appropriate. 

(e) Where a respirator fails to meet 
the requirements for approval set forth 
in this part, all respirators and compo-
nents delivered in accordance with this 
section may be returned to the appli-
cant at his own expense, upon written 
request within 30 days after notice of 
disapproval. If no such request is made, 
the respirators will be disposed of by 
the Institute in such manner as it 
deems appropriate. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3906, Jan. 26, 2015] 

Subpart C—Fees 

SOURCE: 80 FR 3906, Jan. 26, 2015, unless 
otherwise noted. 

§ 84.20 Establishment of fees. 
(a) This section establishes a system 

under which NIOSH charges a fee for 
services provided to applicants for con-
formity assessment activities con-
ducted by NIOSH for respiratory pro-
tective devices under 42 CFR part 84. 
This section specifies the purposes for 
which fees will be assessed and the cost 
factors for such assessments. 

(b) Fees will be charged for: 
(1) Respirator certification application, 

approval, approval modification, records 
maintenance, and testing. Application 
processing under this Part by engi-
neers, technicians and other special-
ists, including administrative review of 
applications, analysis of drawings, 
technical evaluation, testing, test set 
up and tear down, and consultation on 
applications, clerical services, com-
puter tracking and status reporting, 
records control and security, and docu-
ment preparation directly supporting 

application processing. This fee also 
contributes to a proportionate share of 
management, administration and oper-
ation of the NIOSH National Personal 
Protective Technology Laboratory; 

(2) Maintenance of testing and approval 
facilities and test equipment. Amortiza-
tion of facility improvements and de-
preciation of buildings and equipment 
used for testing and evaluation or oth-
erwise directly associated with applica-
tion processing; 

(3) Site qualification. Initial review 
and approval, as specified under 42 CFR 
part 84 subpart E—Quality Control, of 
manufacturing facilities that may be 
used to manufacture respirators, prin-
cipal components, and/or subassem-
blies; 

(4) Quality assurance maintenance. 
Quality site audits to verify conform-
ance to the requirements of §§ 84.33, 
84.40, 84.41, 84.42, 84.43; and 

(5) Maintenance of product perform-
ance. Product audits to verify the per-
formance of commercially available 
respirators which have been granted a 
NIOSH certificate of approval. 

(c) Fees will not be charged for: 
(1) Technical assistance not related 

to application processing; 
(2) Technical programs including de-

velopment of new technology pro-
grams; 

(3) Participation in research; and 
(4) Regulatory review activities, in-

cluding participation in the develop-
ment of health and safety standards, 
regulations, and legislation. 

§ 84.21 Fee calculation. 

(a) This section explains the process 
NIOSH uses to calculate estimates of 
the direct and indirect costs of services 
provided in the course of application 
processing. 

(b) Upon completion of an initial ad-
ministrative review of the application, 
NIOSH will calculate a fee estimate for 
each application, including the max-
imum cost of conducting additional 
tests under § 84.24, and will provide that 
estimate, with payment details, to the 
applicant. The fee estimate will be de-
rived using the current schedules of 
fees published by NIOSH in Part 84. 
NIOSH will begin the technical evalua-
tion once the applicant accepts the 
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terms of the fee estimate and author-
izes payment. 

(c) If NIOSH determines that actual 
costs for application processing and re-
lated testing will exceed the fee esti-
mate provided to the applicant, NIOSH 
will provide a revised fee estimate for 
completing the application review be-
fore exceeding the previously-author-
ized fees. The applicant will have the 
option of either withdrawing the appli-
cation and paying for services already 
performed or authorizing payment of 
the revised estimate, in which case 
NIOSH will continue the application 
review and testing. 

(d) If the actual cost of processing 
the application is less than the fee esti-
mate NIOSH provided to the applicant, 
NIOSH will charge the actual cost. 

(e) If the applicant withdraws an ap-
plication, the applicant will be 
invoiced for services already performed 
by NIOSH. Withdrawal of an applica-
tion will be effective on the first busi-
ness day following the date NIOSH re-
ceives a withdrawal notice from the ap-
plicant in writing. Withdrawal notices 
will be submitted to NIOSH in accord-
ance with the Standard Application Pro-
cedure using the address specified in 
§ 84.10. 

§ 84.22 Fee administration. 
(a) Applicants will be invoiced for all 

fees incurred in the processing of an 
application when all required reviews, 
analyses, evaluations, and tests are 
completed or the application is with-
drawn. Invoices will contain specific 
payment instructions and identify au-
thorized methods of payment. 

(b) Applicants who hold active and/or 
obsolete certificates of approval will be 
invoiced by NIOSH annually for appli-
cable maintenance fees, in accordance 
with the fee schedule published in Ap-
pendix A of this part. 

(c) NIOSH reserves the right to im-
pose sanctions for any missed payment, 
and will administer such penalties 
after assessing the circumstances of 
the manufacturer and the needs of 
other stakeholders. Sanctions may in-
clude but are not limited to: 

(1) Refusal to accept future applica-
tions for approval; 

(2) Stop-sale of all approved product; 
and 

(3) Engaging appropriate government 
authorities to initiate debt collection 
procedures for the unpaid fees. 

§ 84.23 Fee revision. 

(a) Each fee schedule will remain in 
effect for at least 2 years and will be 
revised as needed to reflect cost in-
creases identified in biennial reviews. 

(b) Fee schedule updates will be pro-
posed in a notice of proposed rule-
making published in the FEDERAL REG-
ISTER. 

(c) The current fee schedules will be 
published in Appendix A and Appendix 
B of this part and will remain in effect 
until the effective date of the new fee 
schedules published in the FEDERAL 
REGISTER. 

§ 84.24 Authorization for additional ex-
aminations, inspections, tests, and 
fees. 

NIOSH will conduct or cause to be 
conducted any additional examina-
tions, inspections, or tests it deems 
necessary to determine the quality and 
effectiveness of any respirator sub-
mitted to NIOSH for the purposes of 
seeking a certificate of approval. The 
costs of such examinations, inspec-
tions, or tests will be paid by the appli-
cant prior to issuance of a certificate 
of approval for the subject respirator. 

Subpart D—Approval and 
Disapproval 

§ 84.30 Certificates of approval; scope 
of approval. 

(a) The Institute shall issue certifi-
cates of approval pursuant to the pro-
visions of this subpart only for indi-
vidual, completely assembled res-
pirators which have been examined, in-
spected, and tested, and which meet 
the minimum requirements set forth in 
subparts H through L of this part, as 
applicable. 

(b) The Institute will not issue cer-
tificates of approval for any respirator 
component or for any respirator sub-
assembly. 

(c) The Institute shall not issue an 
informal notification of approval. How-
ever, if the application for approval, 
submitted in accordance with § 84.11, 
states that the submitted respirator 
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and component parts are only proto-
types, the Institute will examine, in-
spect, and test such respirator and 
component parts in accordance with 
the provisions of this part. If, upon 
completion of such examinations, in-
spections and tests, it is found that the 
prototype meets the minimum require-
ments set forth in this part, the Insti-
tute may inform the applicant, in writ-
ing, of the results of the examinations, 
inspections, and tests, and may require 
him to resubmit respirators and com-
ponent parts made on regular produc-
tion tooling, with no operations in-
cluded which will not be incorporated 
in regular production processing, for 
further examination, inspection, and 
testing, prior to issuance of the certifi-
cate of approval. 

(d) Applicants required to resubmit 
respirators and component parts made 
on regular production tooling, with no 
operation included which will not be 
incorporated in regular production 
processing, shall be charged fees in ac-
cordance with subpart C of this part. 

§ 84.31 Certificates of approval; con-
tents. 

(a) The certificate of approval shall 
contain a classification and a descrip-
tion of the respirator or combination of 
respirators for which it is issued, as 
provided in this part. 

(b) The certificate of approval shall 
specifically set forth any restrictions 
or limitations on the respirator’s use 
in hazardous atmospheres. 

(c) Each certificate of approval shall 
be accompanied by the drawings and 
specifications (and lists thereof) sub-
mitted by the applicant in accordance 
with § 84.11. These drawings and speci-
fications shall be referenced in the cer-
tificate of approval, and shall be main-
tained by the applicant. The drawings 
and specifications listed in each certifi-
cate of approval shall set forth in de-
tail the design and construction re-
quirements which shall be met by the 
applicant during commercial produc-
tion of the respirator. 

(d) Each certificate of approval shall 
be accompanied by a reproduction of 
the approval label design to be em-
ployed by the applicant with each ap-
proved respirator, as provided in § 84.33. 

(e) No test data or specific laboratory 
findings will accompany any certifi-
cate of approval, however, the Institute 
will release pertinent test data and 
specific findings upon written request 
by the applicant, or as required by 
statute or regulation. 

(f) Each certificate of approval shall 
also contain the approved quality con-
trol plan as specified in § 84.42. 

§ 84.32 Notice of disapproval. 

(a) If, upon the completion of the ex-
aminations, inspections, and tests re-
quired to be conducted in accordance 
with the provisions of this part, it is 
found that the respirator does not meet 
the minimum requirements set forth in 
this part, the Institute shall issue a 
written notice of disapproval to the ap-
plicant. 

(b) Each notice of disapproval shall 
be accompanied by all pertinent data 
or findings with respect to the defects 
of the respirator for which approval 
was sought with a view to the possible 
correction of any such defects. 

(c) The Institute shall not disclose, 
except to the applicant or as required 
by statute or regulation, any data, 
findings, or other information with re-
spect to any respirator for which a no-
tice of disapproval is issued. 

§ 84.33 Approval labels and markings; 
approval of contents; use. 

(a) Full-scale reproductions of ap-
proval labels and markings, and a 
sketch or description of the method of 
application and position on the har-
ness, container, canister, cartridge, fil-
ter, or other component, together with 
instructions for the use and mainte-
nance of the respirator shall be sub-
mitted to the Institute for approval. 

(b) Approval labels shall bear the em-
blem of the National Institute for Oc-
cupational Safety and Health and the 
seal of the Department of Health and 
Human Services, the applicant’s name 
and address, an approval number as-
signed by the Institute and, where ap-
propriate, restrictions or limitations 
placed upon the use of the respirator 
by the Institute. The approval number 
assigned by the Institute shall be des-
ignated by the prefix TC and a serial 
number. 
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(c) The Institute shall, where nec-
essary, notify the applicant when addi-
tional labels, markings, or instructions 
will be required. 

(d) Approval labels and markings 
shall only be used by the applicant to 
whom they were issued. 

(e) Legible reproductions or abbre-
viated forms of the label approved by 
the Institute for use on each respirator 
shall be attached to or printed at the 
following locations: 

Respirator type Label type Location 

Self-contained breathing appa-
ratus.

Entire ....................................... Harness assembly and canister (where applicable). 

Gas mask ................................. Entire ....................................... Mask container and canister. 
Supplied air respirator .............. ......do ...................................... Respirator container or instruction card. 
Particulate respirator ................ ......do ...................................... Respirator container and filter container. 

Abbreviated ............................. Filters. 
Chemical-cartridge respirator ... Entire ....................................... Respirator container, cartridge container, and filter containers 

(where applicable). 
Abbreviated ............................. Cartridges and filters and filter containers. 

(f) The use of any Institute approval 
label obligates the applicant to whom 
it is issued to maintain or cause to be 
maintained the approved quality con-
trol sampling schedule and the accept-
able quality level for each char-
acteristic tested, and to assure that it 
is manufactured according to the draw-
ings and specifications upon which the 
certificate of approval is based. 

(g) Each respirator, respirator com-
ponent, and respirator container shall, 
as required by the Institute to assure 
quality control and proper use of the 
respirator, be labeled distinctly to 
show the name of the applicant, and 
the name and letters or numbers by 
which the respirator or respirator com-
ponent is designated for trade pur-
poses, and the lot number, serial num-
ber, or approximate date of manufac-
ture. 

§ 84.34 Revocation of certificates of ap-
proval. 

The Institute reserves the right to 
revoke, for cause, any certificate of ap-
proval issued pursuant to the provi-
sions of this part. Such causes include, 
but are not limited to, misuse of ap-
proval labels and markings, misleading 
advertising, and failure to maintain or 
cause to be maintained the quality 
control requirements of the certificate 
of approval. 

§ 84.35 Changes or modifications of ap-
proved respirators; issuance of 
modification of certificate of ap-
proval. 

(a) Each applicant may, if he desires 
to change any feature of an approved 
respirator, request a modification of 
the original certificate of approval 
issued by the Institute for such res-
pirator by filing an application for 
such modification in accordance with 
the provisions of this section. 

(b) Applications shall be submitted as 
for an original certificate of approval, 
with a request for a modification of the 
existing certificate to cover any pro-
posed change. 

(c) The application shall be accom-
panied by appropriate drawings and 
specifications, and by a proposed qual-
ity control plan which meets the re-
quirements of subpart E of this part. 

(d) The application for modification, 
together with the accompanying mate-
rial, shall be examined by the Institute 
to determine whether testing will be 
required. 

(e) The Institute shall inform the ap-
plicant of the fee required for any addi-
tional testing and the applicant will be 
charged for the actual cost of any ex-
amination, inspection, or test required, 
and such fees shall be submitted in ac-
cordance with the provisions of subpart 
C of this part. 

(f) If the proposed change or modi-
fication meets the requirements of this 
part, a formal certificate of modifica-
tion will be issued, accompanied, where 
necessary, by a list of new and revised 
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drawings and specifications covering 
the change(s) and reproductions of re-
vised approval labels. 

(The information collections contained in 
this section are approved under OMB control 
number 0920–0109) 

§ 84.36 Delivery of changed or modi-
fied approved respirator. 

An approved respirator for which a 
formal certificate of modification has 
been issued shall be delivered, with 
proper markings and containers, by the 
applicant to the National Personal 
Protective Technology Laboratory, as 
soon as it is commercially produced. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

Subpart E—Quality Control 

§ 84.40 Quality control plans; filing re-
quirements. 

As a part of each application for ap-
proval or modification of approval sub-
mitted pursuant to this part, each ap-
plicant shall file with the Institute a 
proposed quality control plan which 
shall be designed to assure the quality 
of respiratory protection provided by 
the respirator for which approval is 
sought. 

§ 84.41 Quality control plans; contents. 
(a) Each quality control plan shall 

contain provisions for the management 
of quality, including: 

(1) Requirements for the production 
of quality data and the use of quality 
control records; 

(2) Control of engineering drawings, 
documentations, and changes; 

(3) Control and calibration of meas-
uring and test equipment; 

(4) Control of purchased material to 
include incoming inspection; 

(5) Lot identification, control of 
processes, manufacturing, fabrication, 
and assembly work conducted in the 
applicant’s plant; 

(6) Audit of final inspection of the 
completed product; and 

(7) The organizational structure nec-
essary to carry out these provisions. 

(b) Each provision for incoming and 
final inspection in the quality control 
plan shall include a procedure for the 
selection of a sample of respirators and 

the components thereof for testing, in 
accordance with procedures set forth in 
Military Standard MIL-STD-414, 11 
June 1957, including Change Notice No. 
1, ‘‘Sampling Procedures and Tables for 
Inspection by Variables for Percent De-
fective,’’ or an approved equivalent 
sampling procedure, or an approved 
combination of sampling procedures. 
The procedure of Military Standard 
MIL-STD-105D, 29 April 1963, ‘‘Sam-
pling Procedures and Tables for Inspec-
tion by Attributes,’’ is an example of 
an equivalent sampling procedure. 
MIL-STD-414 is incorporated by ref-
erence and has been approved by the 
Director of the Federal Register in ac-
cordance with 5 U.S.C. 552(a) and 1 CFR 
part 51. Copies may be obtained from 
DODSSP, Standardization Document 
Order Desk, 700 Robbins Avenue, Bldg. 
4D, Philadelphia, PA 19111–5094. Copies 
may be inspected at the NIOSH, Na-
tional Personal Protective Technology 
Laboratory, P.O. Box 18070, 626 Coch-
rans Mill Road, Pittsburgh, PA 15236, 
or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. Copies of MIL-STD- 
105D may be inspected or obtained from 
the NIOSH, National Personal Protec-
tive Technology Laboratory, P.O. Box 
18070, 626 Cochrans Mill Road, Pitts-
burgh, PA 15236. Incoming bulk raw 
material inspection or verification of 
specification, and in-process inspection 
shall be sufficient to ensure control of 
product quality through the manufac-
turing cycle. 

(c) The sampling procedure shall in-
clude a list of the characteristics to be 
tested by the applicant or his agent. 

(d) The characteristics listed in ac-
cordance with paragraph (c) of this sec-
tion shall be classified according to the 
potential effect of such defect and 
grouped into the following classes: 

(1) Critical. A defect that judgment 
and experience indicate is likely to re-
sult in a condition immediately haz-
ardous to life or health for individuals 
using or depending upon the respirator; 

(2) Major A. A defect, other than crit-
ical, that is likely to result in failure 

VerDate Sep<11>2014 07:55 Dec 20, 2016 Jkt 238192 PO 00000 Frm 00649 Fmt 8010 Sfmt 8010 Y:\SGML\238192.XXX 238192js
ta

llw
or

th
 o

n 
D

S
K

7T
P

T
V

N
1P

R
O

D
 w

ith
 C

F
R



640 

42 CFR Ch. I (10–1–16 Edition) § 84.42 

to the degree that the respirator does 
not provide any respiratory protection, 
or a defect that reduces protection and 
is not detectable by the user; 

(3) Major B. A defect, other than 
Major A or critical, that is likely to re-
sult in reduced respiratory protection, 
and is detectable by the user; and 

(4) Minor. A defect that is not likely 
to materially reduce the usability of 
the respirator for its intended purpose, 
or a defect that is a departure from es-
tablished standards and has little bear-
ing on the effective use or operation of 
the respirator. 

(e) The quality control inspection 
test method to be used by the applicant 
or his agent for each characteristic re-
quired to be tested shall be described in 
detail. 

(f) Each item manufactured shall be 
100 percent inspected for defects in all 
critical characteristics and all defec-
tive items shall be rejected. 

(g) The Acceptable Quality Level 
(AQL) for each major or minor defect 
so classified by the applicant shall be: 

(1) Major A. 1.0 percent; 
(2) Major B. 2.5 percent; and 
(3) Minor. 4.0 percent. 
(h) Except as provided in paragraph 

(i) of this section, inspection level IV 
as described in MIL-STD-414, 11 June 
1957, including Change Notice No.1, 
‘‘Sampling Procedures and Tables for 
Inspection by Variables for Percent De-
fective,’’ or an equivalent procedure, 
shall be used for major and minor char-
acteristics and 100 percent inspection 
for critical characteristics. Inspection 
level II as described in MIL-STD-105D, 
29 April 1963, ‘‘Sampling Procedures 
and Tables for Inspection by At-
tributes,’’ is an example of an equiva-
lent procedure. 

(i) Subject to the approval of the In-
stitute, where the quality control plan 
provisions for raw material, processes, 
manufacturing, and fabrication, in-
spections are adequate to ensure con-
trol of finished article quality, destruc-
tive testing of finished articles may be 
conducted at a lower level of inspec-

tion than that specified in paragraph 
(h) of this section. 

(The information collections contained in 
this section are approved under OMB control 
number 0920–0109) 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

§ 84.42 Proposed quality control plans; 
approval by the Institute. 

(a) Each proposed quality control 
plan submitted in accordance with this 
subpart shall be reviewed by the Insti-
tute to determine its effectiveness in 
ensuring the quality of respiratory pro-
tection provided by the respirator for 
which an approval is sought. 

(b) If the Institute determines that 
the proposed quality control plan sub-
mitted by the applicant will not ensure 
adequate quality control, the Institute 
shall require the applicant to modify 
the procedures and testing require-
ments of the plan prior to approval of 
the plan and issuance of any certificate 
of approval. 

(c) Approved quality control plans 
shall constitute a part of and be incor-
porated into any certificate of approval 
issued by the Institute, and compliance 
with such plans by the applicant shall 
be a condition of approval. 

§ 84.43 Quality control records; review 
by the Institute; revocation of ap-
proval. 

(a) The applicant shall keep quality 
control inspection records sufficient to 
carry out the procedures required in 
MIL-STD-414, 11 June 1957, including 
Change Notice No. 1, ‘‘Sampling Proce-
dures and Tables for Inspection by 
Variables for Percent Defective,’’ or an 
approved equivalent sampling proce-
dure. MIL-STD-105D, 29 April 1963, 
‘‘Sampling Procedures and Tables for 
Inspection by Attributes,’’ is an exam-
ple of an approved equivalent sampling 
procedure. MIL-STD-414 is incor-
porated by reference and has been ap-
proved by the Director of the Federal 
Register in accordance with 5 U.S.C. 
552(a) and 1 CFR part 51. Copies may be 
obtained from DODSSP, Standardiza-
tion Document Order Desk, 700 Robbins 
Avenue, Bldg. 4D, Philadelphia, Pa. 
19111–5094. Copies may be inspected at 
the NIOSH, National Personal Protec-
tive Technology Laboratory, P.O. Box 
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18070, 626 Cochrans Mill Road, Pitts-
burgh, PA 15236, or at the National Ar-
chives and Records Administration 
(NARA). For information on the avail-
ability of this material at NARA, call 
202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. Copies of MIL-STD- 
105D may be inspected or obtained from 
the NIOSH, National Personal Protec-
tive Technology Laboratory, P.O. Box 
18070, 626 Cochrans Mill Road, Pitts-
burgh, PA 15236. 

(b) The Institute reserves the right to 
have its representatives inspect the ap-
plicant’s quality control test methods, 
equipment, and records, and to inter-
view any employee or agent of the ap-
plicant in regard to quality control 
test methods, equipment, and records. 

(c) The Institute reserves the right to 
revoke, for cause, any certificate of ap-
proval where it is found that the appli-
cant’s quality control test methods, 
equipment, or records do not ensure ef-
fective quality control over the res-
pirator for which the approval was 
issued. 

(The information collections contained in 
this section are approved under OMB control 
number 0920–0109) 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

Subpart F—Classification of Ap-
proved Respirators; Scope of 
Approval; Atmospheric Haz-
ards; Service Time 

§ 84.50 Types of respirators to be ap-
proved; scope of approval. 

Approvals shall be issued for the 
types of respirators which have been 
classified pursuant to this subpart F, 
have been inspected, examined and 
tested by the Institute, in accordance 
with the provisions of subparts G 
through L of this part, and have been 
found to provide respiratory protection 
for fixed periods of time against the 
hazards specified in such approval. 

§ 84.51 Entry and escape, or escape 
only; classification. 

Respirators described in subparts H 
through L of this part shall be classi-
fied for use as follows: 

(a) Entry and escape. Respirators de-
signed and approved for use during 
entry into a hazardous atmosphere, 
and for escape from a hazardous atmos-
phere; or 

(b) Escape only. Respirators designed 
and approved for use only during es-
cape from a hazardous atmosphere. 

§ 84.52 Respiratory hazards; classifica-
tion. 

Respirators described in subparts H 
through L of this part shall be classi-
fied as approved for use against any or 
all of the following respiratory haz-
ards: 

(a) Oxygen deficiency; 
(b) Gases and vapors; and 
(c) Particles, including dusts, fumes 

and mists. 

§ 84.53 Service time; classification. 
(a) Respirators described in subparts 

H through L of this part shall be classi-
fied, where applicable, as approved for 
use during the following prescribed 
service times: 

(1) Four hours; 
(2) Three hours; 
(3) Two hours; 
(4) One hour; 
(5) Forty-five minutes; 
(6) Thirty minutes; 
(7) Fifteen minutes; 
(8) Ten minutes; 
(9) Five minutes; or 
(10) Three minutes. 
(b) Other service times may be pre-

scribed by the Institute. 

Subpart G—General Construction 
and Performance Requirements 

§ 84.60 Construction and performance 
requirements; general. 

(a) The Institute shall issue approv-
als for the types of respirators de-
scribed in subparts H through KK of 
this part which have met the minimum 
requirements set forth for such res-
pirators in this part. 

(b) In addition to the types of res-
pirators specified in subparts H 
through L of this part, the Institute 
shall issue approvals for other res-
piratory protective devices not specifi-
cally described in this part subject to 
such additional requirements as may 
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be imposed in accordance with 
§ 84.63(c). 

[60 FR 30355, June 8, 1995, as amended at 77 
FR 14192, Mar. 8, 2012] 

§ 84.61 General construction require-
ments. 

(a) Respirators will not be accepted 
by the Institute for examination, in-
spection and testing unless they are de-
signed on sound engineering and sci-
entific principles, constructed of suit-
able materials and evidence good work-
manship. 

(b) Respirator components which 
come into contact with the wearer’s 
skin shall be made of nonirritating ma-
terials. 

(c) Components replaced during or 
after use shall be constructed of mate-
rials which will not be damaged by nor-
mal handling. 

(d) Mouthpieces, hoods, helmets, and 
facepieces, except those employed in 
single-use respirators, shall be con-
structed of materials which will with-
stand repeated disinfection as rec-
ommended by the applicant in his in-
structions for use of the device. 

§ 84.62 Component parts; minimum re-
quirements. 

(a) The component parts of each res-
pirator shall be: 

(1) Designed, constructed, and fitted 
to insure against creation of any haz-
ard to the wearer; 

(2) Assembled to permit easy access 
for inspection and repair of functional 
parts; and 

(3) Assembled to permit easy access 
to parts which require periodic clean-
ing and disinfecting. 

(b) Replacement parts shall be de-
signed and constructed to permit easy 
installation and to maintain the effec-
tiveness of the respirator. 

§ 84.63 Test requirements; general. 
(a) Each respirator and respirator 

component shall when tested by the ap-
plicant and by the Institute, and meet 
the applicable requirements set forth 
in subparts H through KK of this part. 

(b) Where a combination respirator is 
assembled from two or more types of 
respirators, as described in this part, 
each of the individual respirator types 
which have been combined shall, as ap-

plicable, meet the minimum require-
ments for such respirators set forth in 
subparts H through KK of this part, 
and such combination respirators, ex-
cept as specified in § 84.70(b)(2), will be 
classified by the type of respirator in 
the combination which provides the 
least protection to the user. 

(c) In addition to the minimum re-
quirements set forth in subparts H 
through KK of this part, the Institute 
reserves the right to require, as a fur-
ther condition of approval, any addi-
tional requirements deemed necessary 
to establish the quality, effectiveness, 
and safety of any respirator used as 
protection against hazardous 
atmospheres. 

(d) Where it is determined after re-
ceipt of an application that additional 
requirements will be required for ap-
proval, the Institute will notify the ap-
plicant in writing of these additional 
requirements, and necessary examina-
tions, inspections, or tests, stating 
generally the reasons for such require-
ments, examinations, inspections, or 
tests. 

[60 FR 30355, June 8, 1995, as amended at 77 
FR 14192, Mar. 8, 2012] 

§ 84.64 Pretesting by applicant; ap-
proval of test methods. 

(a) Prior to making or filing any ap-
plication for approval or modification 
of approval, the applicant shall con-
duct, or cause to be conducted, exami-
nations, inspections, and tests of res-
pirator performance which are equal to 
or exceed the severity of those pre-
scribed in this part. 

(b) With the application, the appli-
cant shall provide a statement to the 
Institute showing the types and results 
of the examinations, inspections, and 
tests required under paragraph (a) of 
this section and state that the res-
pirator meets the minimum require-
ments of subparts H through KK of this 
part, as applicable. Complete examina-
tion, inspection, and test data shall be 
retained on file by the applicant and be 
submitted, upon request, to the Insti-
tute. 

(c) The Institute may, upon written 
request by the applicant, provide draw-
ings and descriptions of its test equip-
ment and otherwise assist the appli-
cant in establishing a test laboratory 
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or securing the services of a testing 
agency. 

(d) No approval will be issued until 
the Institute has validated the appli-
cant’s test results. 

[60 FR 30355, June 8, 1995, as amended at 77 
FR 14193, Mar. 8, 2012] 

§ 84.65 Conduct of examinations, in-
spections, and tests by the Institute; 
assistance by applicant; observers; 
recorded data; public demonstra-
tions. 

(a) All examinations, inspections, 
and tests conducted pursuant to sub-
parts H through KK of this part will be 
under the sole direction and control of 
the Institute. 

(b) The Institute may, as a condition 
of approval, require the assistance of 
the applicant or agents of the applicant 
during the assembly, disassembly, or 
preparation of any respirator or res-
pirator component prior to testing or 
in the operation of such equipment 
during testing. 

(c) Only Institute personnel, persons 
assisting the Institute pursuant to 
paragraph (b) of this section, and such 
other persons as are requested by the 
Institute or the applicant to be observ-
ers, shall be present during any exam-
ination, inspection, or test conducted 
prior to the issuance of an approval by 
the Institute for the equipment under 
consideration. 

(d) The Institute shall hold as con-
fidential any analyses, drawings, speci-
fications, or materials submitted by 
the applicant and shall not disclose 
any principles or patentable features of 
such equipment, except as required by 
statute or regulation. 

(e) As a condition of each approval 
issued for any respirator, the Institute 
reserves the right, following the 
issuance of such approval, to conduct 
such public tests and demonstrations 
of the approved respiratory equipment 
as is deemed appropriate. 

[60 FR 30355, June 8, 1995, as amended at 77 
FR 14193, Mar. 8, 2012] 

§ 84.66 Withdrawal of applications. 

(a) Any applicant may, upon a writ-
ten request submitted to the Institute, 
withdraw any application for approval 
of any respirator. 

(b) Upon the receipt of a written re-
quest from the applicant for the with-
drawal of an application, NIOSH will 
invoice the applicant based on the fee 
calculated, as specified under § 84.21(e). 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

Subpart H—Self-Contained 
Breathing Apparatus 

§ 84.70 Self-contained breathing appa-
ratus; description. 

(a) Limitation on scope. None of the 
provisions of Subpart H apply to 
closed-circuit escape respirators to be 
approved specifically for escape only 
from hazardous atmospheres, except as 
provided for under § 84.304(a)(5). Such 
respirators are covered under the pro-
visions of subpart O of this part. 

(b) Self-contained breathing appa-
ratus, including all completely assem-
bled, portable, self-contained devices 
designed for use as respiratory protec-
tion during entry into and escape from 
or escape only from hazardous 
atmospheres, are described as follows: 

(1) Closed-circuit apparatus. An appa-
ratus of the type in which the exhala-
tion is rebreathed by the wearer after 
the carbon dioxide has been effectively 
removed and a suitable oxygen con-
centration restored from sources com-
posed of: 

(i) Compressed oxygen; or 
(ii) Chemical oxygen; or 
(iii) Liquid-oxygen. 
(2) Open-circuit apparatus. An appa-

ratus of the following types from which 
exhalation is vented to the atmosphere 
and not rebreathed: 

(i) Demand-type apparatus. An appa-
ratus in which the pressure inside the 
facepiece in relation to the immediate 
environment is positive during exhala-
tion and negative during inhalation; or 

(ii) Pressure-demand-type apparatus. 
An apparatus in which the pressure in-
side the facepiece in relation to the im-
mediate environment is positive during 
both inhalation and exhalation. 

(c) The following respirators may be 
classified as designed and approved for 
use during emergency entry into a haz-
ardous atmosphere: 

(1) A combination respirator which 
includes a self-contained breathing ap-
paratus; and 

VerDate Sep<11>2014 07:55 Dec 20, 2016 Jkt 238192 PO 00000 Frm 00653 Fmt 8010 Sfmt 8010 Y:\SGML\238192.XXX 238192js
ta

llw
or

th
 o

n 
D

S
K

7T
P

T
V

N
1P

R
O

D
 w

ith
 C

F
R



644 

42 CFR Ch. I (10–1–16 Edition) § 84.71 

(2) A Type ‘‘C’’ or Type ‘‘CE’’ sup-
plied air respirator, where— 

(i) The self-contained breathing appa-
ratus is classified for 3-, 5-, or 10- 
minute service time and the air line 
supply is used during entry; or 

(ii) The self-contained breathing ap-
paratus is classified for 15 minutes or 
longer service time and not more than 
20 percent of the rated capacity of the 
air supply is used during entry. 

(d) Self-contained breathing appa-
ratus classified for less than 1 hour 
service time will not be approved for 
use during underground mine rescue 
and recovery operations except as aux-
iliary equipment. 

(e) Self-contained breathing appa-
ratus classified for less than 30 min-
utes’ service time will not be approved 
for use as auxiliary equipment during 
underground mine rescue and recovery 
operations. 

[60 FR 30355, June 8, 1995, as amended at 77 
FR 14193, Mar. 8, 2012] 

§ 84.71 Self-contained breathing appa-
ratus; required components. 

(a) Each self-contained breathing ap-
paratus described in § 84.70 shall, where 
its design requires, contain the fol-
lowing component parts: 

(1) Facepiece or mouthpiece, and 
noseclip; 

(2) Respirable breathing gas con-
tainer; 

(3) Supply of respirable breathing 
gas; 

(4) Gas pressure or liquid level gages; 
(5) Timer; 
(6) Remaining service life indicator 

or warning device; 
(7) Hand-operated valves; 
(8) Breathing bag; 
(9) Safety relief valve or safety relief 

system; and 
(10) Harness. 
(b) The components of each self-con-

tained breathing apparatus shall meet 
the minimum construction require-
ments set forth in subpart G of this 
part. 

§ 84.72 Breathing tubes; minimum re-
quirements. 

Flexible breathing tubes used in con-
junction with breathing apparatus 
shall be designed and constructed to 
prevent: 

(a) Restriction of free head move-
ment; 

(b) Disturbance of the fit of 
facepieces and mouthpieces; 

(c) Interference with the wearer’s ac-
tivities; and 

(d) Shutoff of airflow due to kinking, 
or from chin or arm pressure. 

§ 84.73 Harnesses; installation and con-
struction; minimum requirements. 

(a) Each apparatus shall, where nec-
essary, be equipped with a suitable har-
ness designed and constructed to hold 
the components of the apparatus in po-
sition against the wearer’s body. 

(b) Harnesses shall be designed and 
constructed to permit easy removal 
and replacement of apparatus parts 
and, where applicable, provide for hold-
ing a full facepiece in the ready posi-
tion when not in use. 

§ 84.74 Apparatus containers; min-
imum requirements. 

(a) Apparatus may be equipped with a 
substantial, durable container bearing 
markings which show the applicant’s 
name, the type and commercial des-
ignation of the respirator it contains, 
and all appropriate approval labels. 

(b) Containers supplied by the appli-
cant for carrying or storing self-con-
tained breathing apparatus will be in-
spected, examined, and tested as com-
ponents of the respirator for which ap-
proval is sought. 

(c) Containers for self-contained 
breathing apparatus shall be designed 
and constructed to permit easy re-
moval of the apparatus. 

§ 84.75 Half-mask facepieces, full 
facepieces, mouthpieces; fit; min-
imum requirements. 

(a) Half-mask facepieces and full 
facepieces shall be designed and con-
structed to fit persons with various fa-
cial shapes and sizes, either: 

(1) By providing more than one face-
piece size; or 

(2) By providing one facepiece size 
which will fit varying facial shapes and 
sizes. 

(b) Full facepieces shall provide for 
the optional use of corrective spec-
tacles or lenses which shall not reduce 
the respiratory protective qualities of 
the apparatus. 
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(c) Apparatus with mouthpieces shall 
be equipped with noseclips which are 
securely attached to the mouthpiece or 
apparatus and provide an airtight seal. 

(d) Facepieces shall be designed to 
prevent eyepiece, spectacle, and lens 
fogging. 

§ 84.76 Facepieces; eyepieces; min-
imum requirements. 

(a) Facepieces shall be designed and 
constructed to provide adequate vision 
which is not distorted by the eyepiece. 

(b) All eyepieces shall be designed 
and constructed to be impact and pene-
tration resistant. Federal Specifica-
tion, Mask, Air Line: and Respirator, 
Air Filtering, Industrial, GGG-M-125d, 
October 11, 1965 with interim amend-
ment-1, July 30, 1969, is an example of 
an appropriate standard for deter-
mining impact and penetration resist-
ance. Copies of GGG-M-125d may be ob-
tained from the NIOSH, National Per-
sonal Protective Technology Labora-
tory, P.O. Box 18070, 626 Cochrans Mill 
Road, Pittsburgh, PA 15236. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

§ 84.77 Inhalation and exhalation 
valves; minimum requirements. 

(a) Inhalation and exhalation valves 
shall be provided where necessary and 
protected against damage and distor-
tion. 

(b) Exhalation valves shall be— 
(1) Protected against external influ-

ence; and 
(2) Designed and constructed to pre-

vent inward leakage of contaminated 
air. 

§ 84.78 Head harnesses; minimum re-
quirements. 

(a) Facepieces shall be equipped with 
adjustable and replaceable head har-
nesses designed and constructed to pro-
vide adequate tension during suspen-
sion and an even distribution of pres-
sure over the entire area in contact 
with the face. 

(b) Mouthpieces shall be equipped, 
where applicable, with adjustable and 
replaceable harnesses designed and 
constructed to hold the mouthpiece in 
place. 

§ 84.79 Breathing gas; minimum re-
quirements. 

(a) Breathing gas used to supply ap-
paratus shall be respirable and contain 
no less than 19.5 (dry atmosphere) vol-
ume percent of oxygen. 

(b) Oxygen, including liquid oxygen, 
shall contain not less than 99.0 percent, 
by volume, of pure O2, not more than 
0.03%, by volume, carbon dioxide, and 
not more than 0.001%, by volume, car-
bon monoxide. Methods for making 
these determinations can be found in 
the U.S. Pharmacopeia National For-
mulary. Containers used for oxygen 
must not be treated with any toxic, 
sleep-inducing, narcosis-producing, or 
respiratory tract irritating compounds. 

(c) Compressed, gaseous breathing air 
shall meet the applicable minimum 
grade requirements for Type I gaseous 
air set forth in the Compressed Gas As-
sociation Commodity Specification for 
Air, G–7.1, 1966 (Grade D or higher qual-
ity). G–7.1 is incorporated by reference 
and has been approved by the Director 
of the Federal Register in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
Copies may be obtained from American 
National Standards Institute, Inc., 1430 
Broadway, New York, NY 10018. Copies 
may be inspected at the NIOSH, Na-
tional Personal Protective Technology 
Laboratory, P.O. Box 18070, 626 Coch-
rans Mill Road, Pittsburgh, PA 15236, 
or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(d) Compressed, liquefied breathing 
air shall meet the applicable minimum 
grade requirements for Type II liquid 
air set forth in the Compressed Gas As-
sociation Commodity Specification for 
Air, G–7.1, 1966 (Grade B or higher qual-
ity). G–7.1 is incorporated by reference 
and has been approved by the Director 
of the Federal Register in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
Copies may be obtained from American 
National Standards Institute, Inc., 1430 
Broadway, New York, NY 10018. Copies 
may be inspected at the NIOSH, Na-
tional Personal Protective Technology 
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Laboratory, P.O. Box 18070, 626 Coch-
rans Mill Road, Pittsburgh, PA 15236, 
or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

§ 84.80 Interchangeability of oxygen 
and air prohibited. 

Approvals shall not be issued by the 
Institute for any apparatus, combina-
tion of respirator assemblies, or any 
apparatus or respirator component 
which is designed or constructed to 
permit the interchangeable use of oxy-
gen and air. 

§ 84.81 Compressed breathing gas and 
liquefied breathing gas containers; 
minimum requirements. 

(a) Compressed breathing gas and liq-
uefied breathing gas containers shall 
meet the minimum requirements of the 
Department of Transportation for 
interstate shipment of such containers 
when fully charged. 

(b) Such containers shall be perma-
nently and legibly marked to identify 
their contents, e.g., compressed breath-
ing air, compressed breathing oxygen, 
liquefied breathing air, or liquefied 
breathing oxygen. 

(c) Containers normally removed 
from apparatus for refilling shall be 
equipped with a dial indicating gage 
which shows the pressure in the con-
tainer. 

(d) Compressed breathing gas con-
tained valves or a separate charging 
system or adapter provided with each 
apparatus shall be equipped with outlet 
threads specified for the service by the 
American Standards Association, Com-
pressed Gas Cylinder Valve Outlet and 
Inlet Connections, B57.1–1965. B57.1–1965 
is incorporated by reference and has 
been approved by the Director of the 
Federal Register in accordance with 5 
U.S.C. 552(a) and 1 CFR part 51. Copies 
may be obtained from American Na-
tional Standards Institute, Inc., 1430 
Broadway, New York, NY Copies may 
be inspected at the NIOSH, National 

Personal Protective Technology Lab-
oratory, P.O. Box 18070, 626 Cochrans 
Mill Road, Pittsburgh, PA 15236, or at 
the National Archives and Records Ad-
ministration (NARA). For information 
on the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

§ 84.82 Gas pressure gages; minimum 
requirements. 

(a) Gas pressure gages employed on 
compressed breathing gas containers 
shall be calibrated in pounds per square 
inch. 

(b) Liquid-level gages shall be cali-
brated in fractions of total container 
capacity, or in units of liquid volume. 

(c) Gas pressure gages other than 
those specified in paragraphs (a) and 
(b) of this section shall be calibrated 
in: 

(1) Pounds per square inch; or 
(2) In fractions of total container ca-

pacity; or 
(3) Both in pounds per square inch 

and fractions of total container capac-
ity. 

(d)(1) Dial-indicating gages shall be 
reliable to within ±5 percent of full 
scale when tested both up and down the 
scale at each of 5 equal intervals. 

(2) The full-scale graduation of dial- 
indicating gages shall not exceed 150 
percent of the maximum rated cylinder 
pressures specified for the container in 
applicable Department of Transpor-
tation specifications or permits. 

(e)(1) Stem-type gages shall be read-
able by sight and by touch and shall 
have a stem travel distance of not less 
than one-fourth inch between each 
graduation. 

(2) A minimum of five graduations 
shall be engraved on the stem of each 
gage and these graduations shall in-
clude readings for empty, one-quarter, 
one-half, three-quarters, and full. 

(3) Stem gage readings shall not vary 
from true readings by more than one- 
sixteenth inch per inch of stem travel. 

(f) The loss of gas through a broken 
gage or severed gage connection shall 
not exceed 70 liters per minute when 
the cylinder pressure is 6,900 kN/m.2 

VerDate Sep<11>2014 07:55 Dec 20, 2016 Jkt 238192 PO 00000 Frm 00656 Fmt 8010 Sfmt 8010 Y:\SGML\238192.XXX 238192js
ta

llw
or

th
 o

n 
D

S
K

7T
P

T
V

N
1P

R
O

D
 w

ith
 C

F
R



647 

Public Health Service, HHS § 84.84 

(1,000 pounds per square inch gage) or 
when the liquid level is at one-half. 

(g) Where gages are connected to the 
apparatus through a gage line, the gage 
and line shall be capable of being iso-
lated from the apparatus except where 
the failure of the gage or line would 
not impair the performance or service 
life of the apparatus. 

(h) Oxygen pressure gages shall have 
the words ‘‘Oxygen’’ and ‘‘Use No Oil’’ 
marked prominently on the gage. 

(i)(1) Apparatus using compressed 
breathing gas, except apparatus classi-
fied for escape only, shall be equipped 
with gages visible to the wearer which 
indicate the remaining gas content in 
the container. 

(2) Apparatus using liquefied breath-
ing gas, except apparatus classified for 
escape only, shall be equipped with 
gages visible to the wearer which indi-
cate the remaining liquid content in 
the container; however, where the liq-
uid content cannot be rapidly vented, 
and the service time of the device be-
gins immediately after filling, a timer 
shall be provided in place of a visible 
gage. 

§ 84.83 Timers; elapsed time indica-
tors; remaining service life indica-
tors; minimum requirements. 

(a) Elapsed time indicators shall be 
provided for apparatus with a chemical 
oxygen source, except: 

(1) Apparatus used for escape only; or 
(2) Liquefied breathing gas apparatus 

equipped with gages visible to the 
wearer which indicate the remaining 
liquid content in the container. 

(b) The timer or other indicator shall 
be accurately calibrated in minutes of 
remaining service life. 

(c) Timers shall be readable by sight 
and by touch during use by the wearer. 

(d) Timers shall be equipped with 
automatically preset alarms which will 
warn the wearer for a period of 7 sec-
onds or more after the preset time has 
elapsed. 

(e) Remaining service-life indicators 
or warning devices shall be provided in 
addition to a pressure gage on com-
pressed gas self-contained breathing 
apparatus, except apparatus used for 
escape only, and shall operate auto-
matically without preadjustment by 
the wearer. 

(f) Each remaining service-life indi-
cator or warning device must give an 
alarm when the remaining service life 
is reduced to a minimum of 25 percent 
of its rated service time or any higher 
minimum percent value or values as 
specified in the approval. Open-circuit 
demand and pressure-demand res-
pirators must alarm continuously until 
depletion of the breathing air supply. 
The percent value set for indicator ac-
tivation must be identified by labels 
and/or markings on each respirator 
unit. 

[60 FR 30355, June 8, 1995, as amended at 78 
FR 2622, Jan. 14, 2013] 

§ 84.84 Hand-operated valves; min-
imum requirements. 

(a) Hand-operated valves shall be de-
signed and constructed to prevent re-
moval of the stem from the valve body 
during normal usage to insure against 
a sudden release of the full pressure of 
the container when the valve is opened. 

(b) Valves shall be designed or posi-
tioned to prevent accidental opening 
and closing, and damage from external 
forces. 

(c) Valves operated during use of the 
apparatus shall be installed in loca-
tions where they can be readily ad-
justed by the wearer. 

(d) Main-line valves, designed and 
constructed to conserve gas in the 
event of a regulator or demand valve 
failure, shall be provided in addition to 
gas container valves, except when such 
failure will not affect performance. 

(e) Hand-operated bypass systems de-
signed and constructed to permit the 
wearer to breathe and to conserve his 
gas supply in the event of a regulator 
or demand valve failure, shall be pro-
vided where necessary. 

(f) Valves installed on apparatus 
shall be clearly distinguishable from 
one another by sight and touch. 

(g) The bypass system valve control 
shall be colored red. 

(h) A main-line or bypass valve or 
system will not be required on appa-
ratus for escape only. 

(i) Safety relief valves or systems, 
designed and constructed to release ex-
cess pressure in the breathing circuit, 
shall be provided on closed-circuit ap-
paratus, and shall meet the following 
requirements: 
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(1) The relief valve or system shall 
operate automatically when the pres-
sure in the breathing circuit on the in-
halation side of the breathing bag 
reaches 13 mm. (one-half inch) water- 
column height of pressure above the 
minimum pressure required to fill the 
breathing bag, within the breathing re-
sistance requirements for the appa-
ratus. 

(2) The relief valve or system shall be 
designed to prevent external 
atmospheres from entering the breath-
ing circuit. 

(3) The relief valve or system shall be 
designed to permit manual overriding 
for test purposes and in the event of a 
failure in the valve or system. 

§ 84.85 Breathing bags; minimum re-
quirements. 

(a) Breathing bags shall have suffi-
cient volume to prevent gas waste dur-
ing exhalation and to provide an ade-
quate reserve for inhalation. 

(b) Breathing bags shall be con-
structed of materials which are flexible 
and resistant to gasoline vapors. 

(c) Breathing bags shall be installed 
in a location which will protect them 
from damage or collapse by external 
forces, except on apparatus classified 
for escape only. 

§ 84.86 Component parts exposed to 
oxygen pressures; minimum re-
quirements. 

Each applicant shall certify that the 
materials employed in the construc-
tion of component parts exposed to ox-
ygen pressures above atmospheric pres-
sure are safe and compatible for their 
intended use. 

§ 84.87 Compressed gas filters; min-
imum requirements. 

All self-contained breathing appa-
ratus using compressed gas shall have 
a filter downstream of the gas source 
to effectively remove particles from 
the gas stream. 

§ 84.88 Breathing bag test. 
(a) Breathing bags will be tested in 

an air atmosphere saturated with gaso-
line vapor at room temperature (24–30 
°C./75–85 °F.) for a continuous period of 
twice the rated time of the apparatus 
(except for apparatus for escape only 

where the test period shall be the rated 
time of the apparatus). 

(b) The bag will be operated during 
this test by a breathing machine with 
24 respirations per minute and a 
minute-volume of 40 liters. 

(c) A breathing machine cam with a 
work rate of 622 kp.-m./min. will be 
used. The dimensions of a suitable 
breathing machine cam are available 
from the Institute upon request. 

(d) The air within the bag(s) shall not 
contain more than 100 parts per million 
of gasoline vapor at the end of the test. 

§ 84.89 Weight requirement. 

(a) The completely assembled and 
fully charged apparatus shall not weigh 
more than 16 kg. (35 pounds); however, 
where the weight decreases by more 
than 25 percent of its initial charge 
weight during its rated service life, the 
maximum allowable weight of a com-
pletely assembled and fully charged ap-
paratus shall be 18 kg. (40 pounds). 

(b) Where an apparatus employs 
equipment which contributes materi-
ally to the wearer’s comfort, e.g., a 
cooling system, the completely assem-
bled and fully charged apparatus shall 
not weigh more than 18 kg. (40 pounds) 
regardless of the decrease in weight 
during use. 

§ 84.90 Breathing resistance test; inha-
lation. 

(a) Resistance to inhalation airflow 
will be measured in the facepiece or 
mouthpiece while the apparatus is op-
erated by a breathing machine as de-
scribed in § 84.88. 

(b) The inhalation resistance of open- 
circuit apparatus shall not exceed 32 
mm. (1.25 inch) water-column height 
(at a flow rate of 120 liters per minute). 

(c) The inhalation resistance of 
closed-circuit apparatus shall not ex-
ceed the difference between exhalation 
resistance (§ 84.91(e)) and 10 cm. (4 
inches) water-column height. 

§ 84.91 Breathing resistance test; exha-
lation. 

(a) Resistance to exhalation airflow 
will be measured in the facepiece or 
mouthpiece of open-circuit apparatus 
with air flowing at a continuous rate of 
85 liters per minute. 
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(b) The exhalation resistance of de-
mand apparatus shall not exceed 25 
mm. (1 inch) water-column height. 

(c) The exhalation resistance of pres-
sure-demand apparatus shall not ex-
ceed the static pressure in the face-
piece by more than 51 mm. (2 inches) 
water-column height. 

(d) The static pressure (at zero flow) 
in the facepiece shall not exceed 38 
mm. (1.5 inches) water-column height. 

(e) Resistance to exhalation airflow 
will be measured in the facepiece or 
mouthpiece of closed-circuit apparatus 
with a breathing machine as described 
in § 84.88, and the exhalation resistance 
shall not exceed 51 mm. (2 inches) 
water-column height. 

§ 84.92 Exhalation valve leakage test. 
(a) Dry exhalation valves and valve 

seats will be subjected to a suction of 
25 mm. (1 inch) water-column height 
while in a normal operating position. 

(b) Leakage between the valve and 
the valve seat shall not exceed 30 milli-
liters per minute. 

§ 84.93 Gas flow test; open-circuit ap-
paratus. 

(a) A static-flow test will be per-
formed on all open-circuit apparatus. 

(b) The flow from the apparatus shall 
be greater than 200 liters per minute 
when the pressure in the facepiece of 
demand-apparatus is lowered by 51 mm. 
(2 inches) water-column height when 
full container pressure is applied. 

(c) Where pressure demand apparatus 
are tested, the flow will be measured at 
zero gage pressure in the facepiece. 

(d) Where apparatus with com-
pressed-breathing-gas containers are 
tested, the flow test shall also be made 
with 3,450 kN/m.2 (500 p.s.i.g.) container 
pressure applied. 

§ 84.94 Gas flow test; closed-circuit ap-
paratus. 

(a) Where oxygen is supplied by a 
constant-flow device only, the rate of 
flow shall be at least 3 liters per 
minute for the entire rated service 
time of the apparatus. 

(b) Where constant flow is used in 
conjunction with demand flow, the con-
stant flow shall be greater than 1.5 li-
ters per minute for the entire rated 
service time. 

(c) All demand-flow devices shall pro-
vide at least 30 liters of oxygen per 
minute when in the fully open position. 

§ 84.95 Service time test; open-circuit 
apparatus. 

(a) Service time will be measured 
with a breathing machine as described 
in § 84.88. 

(b) The open-circuit apparatus will be 
classified according to the length of 
time it supplies air or oxygen to the 
breathing machine. 

(c) The service time obtained on this 
test will be used to classify the open- 
circuit apparatus in accordance with 
§ 84.53. 

§ 84.96 Service time test; closed-circuit 
apparatus. 

(a) The closed-circuit apparatus will 
be classified according to the length of 
time it supplies adequate breathing gas 
to the wearer during man test No. 4 de-
scribed in Table 4 of this subpart. 

(b) The service time obtained on man 
test No. 4 will be used to classify the 
closed-circuit apparatus in accordance 
with § 84.53. 

§ 84.97 Test for carbon dioxide in in-
spired gas; open- and closed-circuit 
apparatus; maximum allowable lim-
its. 

(a) Open-circuit apparatus. (1) The 
concentration of carbon dioxide in in-
spired gas in open-circuit apparatus 
will be measured at the mouth while 
the apparatus mounted on a dummy 
head is operated by a breathing ma-
chine. An acceptable method for meas-
uring the concentration of carbon diox-
ide is described in Bureau of Mines Re-
port of Investigations 6865, A Machine- 
Test Method for Measuring Carbon Di-
oxide in the Inspired Air of Self-Con-
tained Breathing Apparatus, 1966. Cop-
ies of Report of Investigations 6865 may 
be inspected or obtained from the 
NIOSH, National Personal Protective 
Technology Laboratory, P.O. Box 18070, 
626 Cochrans Mill Road, Pittsburgh, PA 
15236. 

(2) The breathing rate will be 14.5 res-
pirations per minute with a minute- 
volume of 10.5 liters. 

(3) A sedentary breathing machine 
cam will be used. 
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(4) The apparatus will be tested at a 
temperature of 27 ±2 °C. (80 ±5 °F.). 

(5) A concentration of 5 percent car-
bon dioxide in air will be exhaled into 
the facepiece. 

(b) Closed-circuit apparatus. The con-
centration of carbon dioxide in inspired 
gas in closed-circuit apparatus will be 
measured at the mouth while the parts 
of the apparatus contributing to dead- 
air space are mounted on a dummy 
head and operated by the breathing 
machine as in paragraphs (a) (1) 
through (5) of this section. 

(c) During the testing required by 
paragraphs (a) and (b) of this section, 
the concentration of carbon dioxide in 
inspired gas at the mouth will be con-
tinuously recorded, and the maximum 
average concentration during the inha-
lation portion of the breathing cycle 
shall not exceed the following limits: 

Where the service time is 

Maximum allowable av-
erage concentration of 
carbon dioxide in in-

spired air percent by vol-
ume 

Not more than 30 minutes ............. 2.5 
1 hour ............................................ 2.0 
2 hours ........................................... 1.5 
3 hours ........................................... 1.0 
4 hours ........................................... 1.0 

(d) In addition to the test require-
ments for closed-circuit apparatus set 
forth in paragraph (b) of this section, 
gas samples will be taken during the 
course of the man tests described in 
Tables 1, 2, 3, and 4 of this subpart. 
These gas samples will be taken from 
the closed-circuit apparatus at a point 
downstream of the carbon dioxide sor-
bent, and they shall not contain more 
than 0.5 percent carbon dioxide at any 
time, except on apparatus for escape 
only, using a mouthpiece only, the 
sample shall not contain more than 1.5 
percent carbon dioxide at any time. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

§ 84.98 Tests during low temperature 
operation. 

(a) The applicant shall specify the 
minimum temperature for safe oper-
ation and two persons will perform the 
tests described in paragraphs (c) and 
(d) of this section, wearing the appa-
ratus according to applicant’s direc-
tions. At the specified temperature, the 

apparatus shall meet all the require-
ments described in paragraph (e) of this 
section. 

(b) The apparatus will be precooled at 
the specified minimum temperature for 
4 hours. 

(c) The apparatus will be worn in the 
low temperature chamber for 30 min-
utes, or for the service time of the ap-
paratus, whichever is less. 

(d) During the test period, alternate 
1-minute periods of exercise and rest 
will be required with the exercise peri-
ods consisting of stepping onto and off 
a box 21.5 cm. (81⁄2 inches) high at a 
rate of 30 cycles per minute. 

(e)(1) The apparatus shall function 
satisfactorily at the specified min-
imum temperature on duplicate tests. 

(2) The wearer shall have sufficient 
unobscured vision to perform the work. 

(3) The wearer shall not experience 
undue discomfort because of airflow re-
striction or other physical or chemical 
changes in the operation of the appa-
ratus. 

(f) Auxiliary low-temperature parts 
which are commercially available to 
the user may be used on the apparatus 
to meet the requirements described in 
paragraph (e) of this section. 

§ 84.99 Man tests; testing conditions; 
general requirements. 

(a) The man tests described in Tables 
1, 2, 3, and 4 of this subpart represent 
the workload performed in the mining, 
mineral, or allied industries by a per-
son wearing the apparatus tested. 

(b) The apparatus tested will be worn 
by Institute personnel trained in the 
use of self-contained breathing appa-
ratus, and the wearer will, before par-
ticipating in these tests, pass a phys-
ical examination conducted by a quali-
fied physician. 

(c) All man tests will be conducted by 
the Institute. 

(d) The apparatus will be examined 
before each man test to ensure that it 
is in proper working order. 

(e) Breathing resistance will be meas-
ured within the facepiece or mouth-
piece and the wearer’s pulse and res-
piration rate will be recorded during 
each 2 minute sample period prescribed 
in tests 1, 2, 3, and 4. 

(f) Man tests 1, 2, 3, 4, 5, and 6 will be 
conducted in duplicate. 
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(g) If man tests are not completed 
through no fault of the apparatus, the 
test will be repeated. 

§ 84.100 Man tests 1, 2, 3, and 4; re-
quirements. 

Man tests 1, 2, 3, and 4, set forth in 
Tables 1, 2, 3, and 4 of this subpart, re-
spectively, prescribe the duration and 
sequence of specific activities. These 
tests will be conducted to— 

(a) Familiarize the wearer with the 
apparatus during use; 

(b) Provide for a gradual increase in 
activity; 

(c) Evaluate the apparatus under dif-
ferent types of work and physical ori-
entation; and 

(d) Provide information on the oper-
ating and breathing characteristics of 
the apparatus during actual use. 

§ 84.101 Man test 5; requirements. 
(a) Test 5 will be conducted to deter-

mine the maximum length of time the 
apparatus will supply the respiratory 
needs of the wearer while he is sitting 
at rest. 

(b) The wearer will manipulate the 
devices controlling the supply of 
breathing gas to the advantage of the 
apparatus. 

(c) Samples of inspiration from with-
in the apparatus facepiece or mouth-
piece shall be taken once every 15 min-
utes, and shall meet the minimum re-
quirement for oxygen specified in 
§ 84.79(a), and the maximum allowable 
average concentration of carbon diox-
ide specified in § 84.97(c). 

(d) One sample of inspiration will be 
taken in the case of 3-, 5-, and 10- 
minute apparatus. 

§ 84.102 Man test 6; requirements. 

(a) Man test 6 will be conducted with 
respect to liquefied breathing gas appa-
ratus only. 

(b) This test will be conducted to 
evaluate operation of the apparatus in 
other than vertical positions. 

(c) The wearer will lie face downward 
for one-fourth the service life of the ap-
paratus with a full charge of liquefied 
breathing gas, and then a one-quarter 
full charge of liquefied breathing gas. 

(d) The test will be repeated with the 
wearer lying on each side and on his 
back. 

(e) The oxygen content of the gas 
supplied to the wearer by the appa-
ratus will be continuously measured. 

§ 84.103 Man tests; performance re-
quirements. 

(a) The apparatus shall satisfy the 
respiratory requirements of the wearer 
for the classified service time. 

(b) Fogging of the eyepiece shall not 
obscure the wearer’s vision, and the 
wearer shall not experience undue dis-
comfort because of fit or other charac-
teristics of the apparatus. 

(c) When the ambient temperature 
during testing is 24 ±6 °C. (75 ±10 °F.), 
the maximum temperature of inspired 
air recorded during man tests shall not 
exceed the following, after correction 
for deviation from 24 °C. (75 °F.): 

Where service life of apparatus is— 

Where percent 
relative humid-
ity of inspired 

air is— 

Maximum permissible 
temperature of inspired air 

shall not exceed— 

°F. °C. 

1⁄4 hour or less .......................................................................................................... 0–100 135 57 
1⁄4 hour to 3⁄4 hour ..................................................................................................... 0–50 

50–100 
125 

1 110 
52 

1 43 
1 to 2 hours ............................................................................................................... 0–50 

50–100 
115 

1105 
46 

141 
3 hours ...................................................................................................................... 0–50 

50–100 
110 

1100 
43 

1 38 
4 hours ...................................................................................................................... 0–50 

50–100 
105 
1 95 

41 
1 35 

1 Where percent relative humidity is 50–100 and apparatus is designed for escape only, these maximum permissible tempera-
tures will be increased by 5 °C (10 °F). 
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§ 84.104 Gas tightness test; minimum 
requirements. 

(a) Each apparatus will be tested for 
tightness by persons wearing it in an 
atmosphere of 1,000 p.p.m. isoamyl ace-
tate. 

(b) Six persons will each wear the ap-
paratus in the test concentrations 
specified in paragraph (a) of this sec-
tion for 2 minutes and none shall de-
tect the odor or taste of the test vapor. 

TABLES TO SUBPART H OF PART 84 

TABLE 1—DURATION AND SEQUENCE OF SPECIFIC ACTIVITIES FOR TEST 1, IN MINUTES 
[42 CFR part 84, subpart H] 

Activity 

Service time— 

3 min-
utes 

5 min-
utes 

10 min-
utes 

15 min-
utes 

30 min-
utes 

45 min-
utes 1 hour 2, 3, and 4 hours 

Sampling and readings ......... .............. .............. .............. 2 2 2 2 Perform 1 hour 
test 2, 3, or 4 
times respec-
tively. 

Walks at 4.8 km. (3 miles) 
per hour.

3 5 3 4 8 12 18 

Sampling and readings ......... .............. .............. 2 2 2 2 2 
Walks at 4.8 km. (3 miles) 

per hour.
.............. .............. 3 5 8 12 18 

Sampling and readings ......... .............. .............. 2 2 2 2 2 
Walks at 4.8 km. (3 miles) 

per hour.
.............. .............. .............. .............. 6 13 16 

Sampling and readings ......... .............. .............. .............. .............. 2 2 2 

TABLE 2—DURATION AND SEQUENCE OF SPECIFIC ACTIVITIES FOR TEST 2, IN MINUTES 
[42 CFR part 84, subpart H] 

Activity 

Service time— 

3 min-
utes 

5 min-
utes 

10 min-
utes 

15 min-
utes 

30 min-
utes 

45 min-
utes 1 hour 2, 3 and 

4 hours 1 

Sampling and readings ................. ............ ............ ................ 2 2 2 2 2 
Walks at 4.8 km. (3 miles) per 

hour ........................................... ............ ............ 1 1 3 4 6 10. 
Carries 23 kg. (50 pound) weight 

over overcast ............................. ............ ............ 1 time in 
2 minutes 

1 time in 
2 minutes 

2 times in 
4 minutes 

3 times in 
6 minutes 

4 times in 
8 minutes 

5 times in 
10 

minutes. 
Walks at 4.8 km. (3 miles) per 

hour ........................................... ............ ............ ................ 1 3 3 3 5. 
Climbs vertical treadmill 2 (or 

equivalent) ................................. 1 1 1 1 1 1 1 1. 
Walks at 4.8 km. (3 miles) per 

hour ........................................... ............ 1 1 ................ ................ 2 3 5 
Climbs vertical treadmill (or equiv-

alent) .......................................... ............ 1 ................ ................ ................ 1 1 1. 
Sampling and readings ................. ............ ............ ................ ................ 2 2 2 2. 
Walks at 4.8 km. (3 miles) per 

hour ........................................... ............ ............ ................ 2 2 3 5 11. 
Climbs vertical treadmill (or equiv-

alent) .......................................... ............ ............ ................ 1 1 1 1 1. 
Carries 23 kg. (50 pound) weight 

over overcast ............................. ............ ............ ................ 1 time in 
2 minutes 

3 times in 
6 minutes 

4 times in 
8 minutes 

5 times in 
10 

minutes 

5 times in 
10 

minutes. 
Sampling and readings ................. ............ ............ 2 ................ ................ 2 2 2. 
Walks at 4.8 km. (3 miles) per 

hour ........................................... ............ ............ ................ 1 3 3 3 ................
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TABLE 2—DURATION AND SEQUENCE OF SPECIFIC ACTIVITIES FOR TEST 2, IN MINUTES—Continued 
[42 CFR part 84, subpart H] 

Activity 

Service time— 

3 min-
utes 

5 min-
utes 

10 min-
utes 

15 min-
utes 

30 min-
utes 

45 min-
utes 1 hour 2, 3 and 

4 hours 1 

Climbs vertical treadmill (or equiv-
alent) .......................................... ............ ............ 1 1 1 1 1 Then 

repeat 
above 

activities 
once. 

Walks at 4.8 km. (3 miles) per 
hour ........................................... ............ ............ 2 ................ ................ 2 3 

Climbs vertical treadmill (or equiv-
alent) .......................................... ............ ............ ................ ................ ................ 1 1 ................

Carries 20 kg. (45 pound) weight 
and walks at 4.8 km. (3 miles) 
per hour ..................................... 1 ............ ................ ................ ................ ................ 2 ................

Walks at 4.8 km. (3 miles) per 
hour ........................................... 1 2 ................ ................ ................ 1 4 ................

Sampling and readings ................. ............ ............ ................ 2 2 2 2 ................

1 Total test time for Test 2 for 2-hour, 3-hour, and 4-hour apparatus is 2 hours. 
2 Treadmill shall be inclined 15° from vertical and operated at a speed of 1 foot per second. 

TABLE 3—DURATION AND SEQUENCE OF SPECIFIC ACTIVITIES FOR TEST 3, IN MINUTES 
[42 CFR part 84, subpart H] 

Activity 

Service time— 

3 min-
utes 

5 min-
utes 

10 min-
utes 

15 min-
utes 

30 min-
utes 

45 min-
utes 1 hour 

2, 3 and 
4 

hours 1 

Sampling and readings ......................... .............. .............. .............. 2 2 2 2 (2) 
Walks at 4.8 km. (3 miles) per hour ..... .............. .............. 1 1 2 2 3 ..............
Runs at 9.7 km. (6 miles) per hour ...... 1 1 1 1 1 1 1 ..............
Pulls 20 kg. (45 pound) weight to 5 

feet ..................................................... .............. 15 times 
in 1 

minute 

.............. 30 times 
in 2 

minutes 

30 times 
in 2 

minutes 

30 times 
in 2 

minutes 

60 times 
in 6 

minutes 

..............

Lies on side ........................................... 1/2 1 1 2 3 4 5 ..............
Lies on back .......................................... 1/2 1 1 2 2 3 3 ..............
Crawls on hands and knees ................. 1 1 1 2 2 2 2 ..............
Sampling and readings ......................... .............. .............. 2 .............. 2 2 2 ..............
Runs at 9.7 km. (6 miles) per hour ...... .............. .............. .............. 1 1 1 1 ..............
Walks at 4.8 km. (3 miles) per hour ..... .............. .............. .............. .............. 2 8 10 ..............
Pulls 20 kg. (45 pound) weight to 5 

feet ..................................................... .............. .............. 30 times 
in 2 

minutes 

.............. 60 times 
in 6 

minutes 

60 times 
in 6 

minutes 

60 times 
in 6 

minutes 

..............

Sampling and readings ......................... .............. .............. .............. 2 .............. 2 2 ..............
Walks at 4.8 km. (3 miles) per hour ..... .............. .............. 1 .............. 3 4 10 ..............
Lies on side ........................................... .............. .............. .............. .............. .............. 2 4 ..............
Lies on back .......................................... .............. .............. .............. .............. .............. 2 1 ..............
Sampling and readings ......................... .............. .............. .............. .............. 2 2 2 ..............

1 Total test time for Test 3 for 2-hour, 3-hour, and 4-hour apparatus is 2 hours. 
2 Perform test No. 3 for 1 hr. apparatus; then perform test No. 1 for 1 hour apparatus. 

TABLE 4—DURATION AND SEQUENCE OF SPECIFIC ACTIVITIES FOR TEST 4, IN MINUTES 
[42 CFR part 84, subpart H] 

Activity 

Service time— 

3 min-
utes 

5 min-
utes 

10 min-
utes 

15 min-
utes 

30 min-
utes 

45 min-
utes 1 hour 2 hours 3 hours 4 hours 

Sampling and 
readings ......... .............. .............. .............. 2 2 2 2 (2) (3) (4) 

Walks at 4.8 km. 
(3 miles) per 
hour ............... .............. .............. .............. 1 2 2 2 .............. .............. ..............
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TABLE 4—DURATION AND SEQUENCE OF SPECIFIC ACTIVITIES FOR TEST 4, IN MINUTES—Continued 
[42 CFR part 84, subpart H] 

Activity 

Service time— 

3 min-
utes 

5 min-
utes 

10 min-
utes 

15 min-
utes 

30 min-
utes 

45 min-
utes 1 hour 2 hours 3 hours 4 hours 

Climbs vertical 
treadmill 1 (or 
equivalent) ..... 1 1 1 1 1 1 1 .............. .............. ..............

Walks at 4.8 km. 
(3 miles) per 
hour ............... .............. 1 1 1 2 2 2 .............. .............. ..............

Pulls 20 kg. (45 
pound) weight 
to 5 feet ......... .............. 30 times 

in 2 
minutes 

30 times 
in 2 

minutes 

30 times 
in 2 

minutes 

60 times 
in 5 

minutes 

60 times 
in 5 

minutes 

60 times 
in 5 

minutes 

.............. .............. ..............

Walks at 4.8 km. 
(3 miles) per 
hour ............... .............. .............. 1 1 1 2 3 .............. .............. ..............

Carries 23 kg. 
(50 pound) 
weight over 
overcast ......... .............. .............. .............. 1 time in 

1 minute 
1 time in 
1 minute 

2 times 
in 3 

minutes 

4 times 
in 8 

minutes 

.............. .............. ..............

Sampling and 
readings ......... .............. .............. 2 .............. 2 2 2 .............. .............. ..............

Walks at 4.8 km. 
(3 miles) per 
hour ............... .............. .............. .............. 1 3 3 4 .............. .............. ..............

Runs at 9.7 km. 
(6 miles) per 
hour ............... .............. 1 1 1 1 1 1 .............. .............. ..............

Carries 23 kg. 
(50 pound) 
weight over 
overcast ......... .............. .............. 1 time in 

1 minute 
1 time in 
1 minute 

2 times 
in 3 

minutes 

4 times 
in 6 

minutes 

6 times 
in 9 

minutes 

.............. .............. ..............

Pulls 20 kg (45 
pound) weight 
to 5 feet ......... 15 times 

in 1 
minute 

.............. .............. 15 times 
in 1 

minute 

60 times 
in 5 

minutes 

30 times 
in 2 

minutes 

36 times 
in 3 

minutes 

.............. .............. ..............

Sampling and 
readings ......... .............. .............. .............. 2 2 2 2 .............. .............. ..............

Walks at 4.8 km. 
(3 miles) per 
hour ............... 1 .............. 1 .............. .............. 2 6 .............. ..............

Pulls 20 kg. (45 
pound) weight 
to 5 feet ......... .............. .............. .............. .............. .............. 60 times 

in 5 
minutes 

60 times 
in 5 

minutes 

.............. .............. ..............

Carries 20 kg. 
(45 pound) 
weight and 
walks at 4.8 
km. (3 miles) 
per hour ......... .............. .............. .............. .............. .............. 3 3 .............. .............. ..............

Sampling and 
readings ......... .............. .............. .............. .............. .............. 2 2 .............. .............. ..............

1 Treadmill shall be inclined 15° from vertical and operated at a speed of 30 cm. (1 foot) per second. 
2 Perform test No. 1 for 30-minute apparatus; then perform test No. 4 for 1-hour apparatus; then perform test No. 1 for 30- 

minute apparatus. 
3 Perform test No. 1 for 1-hour apparatus; then perform test No. 4 for 1-hour apparatus; then perform test No. 1 for 1-hour ap-

paratus. 
4 Perform test No. 1 for 1-hour apparatus; then perform test No. 4 for 1-hour apparatus; then perform test No. 1 for 1-hour ap-

paratus twice (i.e., two one-hour tests). 
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Subpart I—Gas Masks 

§ 84.110 Gas masks; description. 
(a) Gas masks including all com-

pletely assembled air purifying masks 
designed for use as respiratory protec-
tion during entry into atmospheres not 
immediately dangerous to life or 
health or escape only from hazardous 
atmospheres containing adequate oxy-
gen to support life are described as fol-
lows: 

(1) Front-mounted or back-mounted gas 
mask. A gas mask which consists of a 
full facepiece, a breathing tube, a can-
ister at the front or back, a canister 
harness, and associated connections. 

(2) Chin-style gas mask. A gas mask 
which consists of a full facepiece, a 
canister which is usually attached to 
the facepiece, and associated connec-
tions. 

(3) Escape gas mask. A gas mask de-
signed for use during escape only from 
hazardous atmospheres which consists 
of a facepiece or mouthpiece, a can-
ister, and associated connections. 

(b) Gas masks shall be further de-
scribed according to the types of gases 
or vapors against which they are de-
signed to provide respiratory protec-
tion, as follows: 

Type of front-mounted or back-mounted gas mask: 
Acid gas 1 2 3 
Ammonia 
Carbon monoxide 
Organic Vapor 1 2 3 
Other gas(es) and vapor(s) 1 2 3 
Combination of two or more of the above gases 

and vapors. 1 2 3 
Combination of acid gas, ammonia, carbon 

monoxide, and organic vapors. 1 2 3 
Type of chin-style gas mask: 

Acid gas 1 2 3 
Ammonia 
Carbon monoxide 
Organic vapor 1 2 3 
Other gas(es) and vapor 1 2 3 
Combination of two or more of the above gases 

and vapors. 1 2 3 
Type of escape gas mask: 

Acid gas 1 2 3 4 
Ammonia 4 
Carbon monoxide 
Organic vapor 1 2 3 4 
Other gas(s) and vapor(s) 1 2 3 4 
Combination of two or more of the above gases 

and vapors. 1 2 3 4 
1 Approval may be for acid gases or organic vapors as a 

class or for specific acid gases or organic vapors. 

2 Not for use against gases or vapors with poor warning 
properties (except where MSHA or Occupational Safety and 
Health Administration standards permit such use for a spe-
cific gas or vapor), or those which generate high heats or re-
action with sorbent materials in the canister. 

3 Use of the gas mask may be limited by factors such as 
lower explosive limit, toxicological effects, and facepiece fit. 
Limitations on gas mask service life and sorbent capacity 
limitations shall be specified by the applicant in instructions 
for selection, use and maintenance of the gas mask. 

4 Eye protection may be required in certain concentrations 
of gases and vapors. 

(c) Gas masks for respiratory protec-
tion against gases and vapors other 
than those specified in paragraph (b) of 
this section, may be approved upon 
submittal of an application in writing 
for approval to the National Personal 
Protective Technology Laboratory list-
ing the gas or vapor and suggested 
maximum use concentration for the 
specific type of gas mask. The Institute 
will consider the application and ac-
cept or reject it on the basis of effect 
on the wearer’s health and safety and 
any field experience in use of gas 
masks for such exposures. If the appli-
cation is accepted, the Institute will 
test such masks in accordance with the 
requirements of this subpart. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

§ 84.111 Gas masks; required compo-
nents. 

(a) Each gas mask described in 
§ 84.110 shall, where its design requires, 
contain the following component parts: 

(1) Facepiece or mouthpiece and 
noseclip; 

(2) Canister or cartridge; 
(3) Canister harness; 
(4) External check valve; and 
(5) Breathing tube. 
(b) The components of each gas mask 

shall meet the minimum construction 
requirements set forth in subpart G of 
this part. 

§ 84.112 Canisters and cartridges in 
parallel; resistance requirements. 

Where two or more canisters or car-
tridges are used in parallel, their re-
sistance to airflow shall be essentially 
equal. 

§ 84.113 Canisters and cartridges; 
color and markings; requirements. 

The color and markings of all can-
isters and cartridges or labels shall 
conform with the requirements of the 
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American National Standards Insti-
tute, American National Standard for 
Identification of Air-Purifying Res-
pirator Canisters and Cartridges, ANSI 
K13.1–1973. ANSI K13.1 is incorporated 
by reference and has been approved by 
the Director of the Federal Register in 
accordance with 5 U.S.C. 552(a) and 1 
CFR part 51. Copies may be obtained 
from American National Standards In-
stitute, Inc., 1430 Broadway, New York, 
NY 10018. Copies may be inspected at 
the NIOSH, National Personal Protec-
tive Technology Laboratory, P.O. Box 
18070, 626 Cochrans Mill Road, Pitts-
burgh, PA 15236, or at the National Ar-
chives and Records Administration 
(NARA). For information on the avail-
ability of this material at NARA, call 
202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

§ 84.114 Filters used with canisters 
and cartridges; location; replace-
ment. 

(a) Particulate matter filters used in 
conjunction with a canister or car-
tridge shall be located on the inlet side 
of the canister or cartridge. 

(b) Filters shall be incorporated in or 
firmly attached to the canister or car-
tridge and each filter assembly shall, 
where applicable, be designed to permit 
its easy removal from and replacement 
in the canister or cartridge. 

§ 84.115 Breathing tubes; minimum re-
quirements. 

Flexible breathing tubes used in con-
junction with gas masks shall be de-
signed and constructed to prevent: 

(a) Restriction of free head move-
ment; 

(b) Disturbance of the fit of 
facepieces or mouthpieces; 

(c) Interference with the wearer’s ac-
tivities; and 

(d) Shutoff of airflow due to kinking, 
or from chin or arm pressure. 

§ 84.116 Harnesses; installation and 
construction; minimum require-
ments. 

(a) Each gas mask shall, where nec-
essary, be equipped with a suitable har-

ness designed and constructed to hold 
the components of the gas mask in po-
sition against the wearer’s body. 

(b) Harnesses shall be designed and 
constructed to permit easy removal 
and replacement of gas mask parts, and 
where applicable, provide for holding a 
full facepiece in the ready position 
when not in use. 

§ 84.117 Gas mask containers; min-
imum requirements. 

(a) Gas masks shall be equipped with 
a substantial, durable container bear-
ing markings which show the appli-
cant’s name, the type and commercial 
designation of mask it contains and all 
appropriate approval labels. 

(b) Containers for gas masks shall be 
designed and constructed to permit 
easy removal of the mask. 

§ 84.118 Half-mask facepieces, full 
facepieces, and mouthpieces; fit; 
minimum requirements. 

(a) Half-mask facepieces and full 
facepieces shall be designed and con-
structed to fit persons with various fa-
cial shapes and sizes either: 

(1) By providing more than one face-
piece size; or 

(2) By providing one facepiece size 
which will fit varying facial shapes and 
sizes. 

(b) Full facepieces shall provide for 
optional use of corrective spectacles or 
lenses, which shall not reduce the res-
piratory protective qualities of the gas 
mask. 

(c) Half-mask facepieces shall not 
interfere with the fit of common indus-
trial safety spectacles, as determined 
by the Institute’s facepiece tests in 
§ 84.124. 

(d) Gas masks with mouthpieces shall 
be equipped with noseclips which are 
securely attached to the mouthpiece or 
gas mask and provide an airtight seal. 

(e) Facepieces shall be designed to 
prevent eyepiece fogging. 

§ 84.119 Facepieces; eyepieces; min-
imum requirements. 

(a) Full facepieces shall be designed 
and constructed to provide adequate vi-
sion which is not distorted by the eye. 
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(b) All eyepieces shall be designed 
and constructed to be impact and pene-
tration resistant. Federal Specifica-
tion, Mask, Air Line: and Respirator, 
Air Filtering, Industrial, GGG-M-125d, 
October 11, 1965 with interim amend-
ment-1, July 30, 1969, is an example of 
an appropriate standard for deter-
mining impact and penetration resist-
ance. Copies of GGG-M-125d may be ob-
tained from the NIOSH, National Per-
sonal Protective Technology Labora-
tory, P.O. Box 18070, 626 Cochrans Mill 
Road, Pittsburgh, PA 15236. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

§ 84.120 Inhalation and exhalation 
valves; minimum requirements. 

(a) Inhalation and exhalation valves 
shall be provided where necessary and 
protected against damage and distor-
tion. 

(b) Inhalation valves shall be de-
signed and constructed to prevent ex-
cessive exhaled air from adversely af-
fecting cartridges, canisters, and fil-
ters. 

(c) Exhalation valves shall be pro-
tected against external influence, and 

designed and constructed to prevent in-
ward leakage of contaminated air. 

§ 84.121 Head harnesses; minimum re-
quirements. 

(a) Facepieces shall be equipped with 
adjustable and replaceable head har-
nesses, designed and constructed to 
provide adequate tension during use 
and an even distribution of pressure 
over the entire area in contact with 
the face. 

(b) Mouthpieces shall be equipped, 
where applicable, with adjustable and 
replaceable harnesses designed and 
constructed to hold the mouthpiece in 
place. 

§ 84.122 Breathing resistance test; min-
imum requirements. 

(a) Resistance to airflow will be 
measured in the facepiece or mouth-
piece of a gas mask mounted on a 
breathing machine both before and 
after each test conducted in accordance 
with §§ 84.124, 84.125, and 84.126, with air 
flowing at a continuous rate of 85 liters 
per minute. 

(b) The maximum allowable resist-
ance requirements for gas masks are as 
follows: 

MAXIMUM RESISTANCE 
[mm. water-column height] 

Type of gas mask 
Inhalation 

Exhalation 
Initial Final 1 

Front-mounted or back-mounted (without particulate filter) .......................................... 60 75 20 
Front-mounted or back-mounted (with approved particulate filter) ............................... 70 85 20 
Chin-style (without particulate filter) .............................................................................. 40 55 20 
Chin-style (with approved particulate filter) ................................................................... 65 80 20 
Escape (without particulate filter) .................................................................................. 60 75 20 
Escape (with approved particulate filter) ....................................................................... 70 85 20 

1 Measured at end of the service life specified in Tables 5, 6, and 7 of this subpart. 

§ 84.123 Exhalation valve leakage test. 

(a) Dry exhalation valves and valve 
seats will be subjected to a suction of 
25 mm. water-column height while in a 
normal operating position. 

(b) Leakage between the valve and 
valve seat shall not exceed 30 milli-
liters per minute. 

§ 84.124 Facepiece tests; minimum re-
quirements. 

(a) The complete gas mask will be 
fitted to the faces of persons having 
varying facial shapes and sizes. 

(b) Where the applicant specifies a 
facepiece size or sizes for the gas mask, 
together with the approximate meas-
urements of faces they are designed to 
fit, the Institute will insure that test 
subjects suit such facial measure-
ments. 
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(c) Any gas mask parts which must 
be removed to perform the facepiece or 
mouthpiece fit test shall be replaceable 
without special tools and without dis-
turbing the facepiece or mouthpiece 
fit. 

(d) The facepiece or mouthpiece fit 
test, using positive or negative pres-
sure recommended by the applicant 
and described in his instructions will 
be used before each test specified in 
paragraph (e) of this section, and in 
§ 84.125. 

(e)(1) Each wearer will enter a cham-
ber containing 100 p.p.m. isoamyl ace-
tate vapor for a half-mask facepiece 
and 1,000 p.p.m. isoamyl acetate vapor 
for a full facepiece or mouthpiece. 

(2) The facepiece or mouthpiece may 
be adjusted, if necessary, in the test 
chamber before starting the tests. 

(3) Each wearer will remain in the 
chamber for 8 minutes while per-
forming the following activities: 

(i) Two minutes, nodding and turning 
head; 

(ii) Two minutes, calisthenic arm 
movements; 

(iii) Two minutes, running in place; 
and 

(iv) Two minutes, pumping with a 
tire pump into a 28 liter (1 cubic foot) 
container. 

(4) Each wearer shall not detect the 
odor of isoamyl acetate during the 
test. 

§ 84.125 Particulate tests; canisters 
containing particulate filters; min-
imum requirements. 

Gas mask canisters containing filters 
for protection against particulates (e.g. 
dusts, fumes, mists, and smokes) in 
combination with gases, vapors, or 
gases and vapors, shall also comply 
with the requirements as prescribed in 
§§ 84.170 through 84.183, except for the 
airflow resistance test of § 84.181. 

§ 84.126 Canister bench tests; min-
imum requirements. 

(a)(1) Bench tests, except for carbon 
monoxide tests, will be made on an ap-
paratus that allows the test atmos-
phere at 50 ±5 percent relative humid-

ity and room temperature (25 ±2.5 °C.) 
to enter the canister continuously at 
concentrations and rates of flow speci-
fied in Tables 5, 6, and 7 of this subpart. 

(2) Three canisters will be removed 
from containers and tested as received 
from the applicant. 

(3) Two canisters, other than those 
described in paragraph (a)(2) of this 
section, will be equilibrated at room 
temperature by passing 25 percent rel-
ative humidity air through them at 64 
liters per minute for 6 hours. 

(4) Two canisters, other than those 
described in paragraphs (a) (2) and (3) 
of this section, will be equilibrated at 
room temperature by passing 85 per-
cent relative humidity air through 
them at 64 liters per minute for 6 
hours. 

(5) The equilibrated canisters will be 
resealed, kept in an upright position at 
room temperature, and tested within 18 
hours. 

(b) Front-mounted and back-mounted 
gas mask canisters will be tested and 
shall meet the minimum requirements 
set forth in Table 5 of this subpart. 

(c)(1) Front-mounted, and back- 
mounted, and chin-style canisters des-
ignated as providing respiratory pro-
tection against gases, ammonia, or-
ganic vapors, carbon monoxide and par-
ticulate contaminants shall have a 
window or other indicator to warn the 
gas mask wearer when the canister will 
no longer satisfactorily remove carbon 
monoxide from the inhaled air. 

(2) Other types of front- and back- 
mounted canisters may also be 
equipped with a window or other indi-
cator to warn of imminent leakage of 
other gases or vapors. 

(3) The window indicator canisters 
will be tested as regular canisters, but 
shall show a satisfactory indicator 
change or other warning before the al-
lowable canister penetration has oc-
curred. 

(d) Chin-style gas mask canisters 
shall meet the minimum requirements 
set forth in Table 6 of this subpart. 

(e) Escape gas mask canisters shall 
meet the minimum requirements set 
forth in Table 7 of this subpart. 
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TABLES TO SUBPART I OF PART 84 

TABLE 5—CANISTER BENCH TESTS AND REQUIREMENTS FOR FRONT-MOUNTED AND BACK-MOUNTED 
GAS MASK CANISTERS 
[42 CFR part 84, subpart I] 

Canister type Test condi-
tion 

Test atmosphere 

Number 
of tests 

Maximum 
allowable 
penetratin 
(parts per 

million) 

Minimum 
service 

life (min-
utes) 1 Gas or vapor 

Concentra-
tion (parts 
per million) 

Flow rate 
(liters per 
minute) 

Acid gas ..................................... As received SO2 20,000 64 3 5 12 
Equilibrated Cl2 20,000 64 3 5 12 

SO2 20,000 32 4 5 12 
Cl2 20,000 32 4 5 12 

Organic vapor ............................ As received CCl4 20,000 64 3 5 12 
Equilibrated CCl4 20,000 32 4 5 12 

Ammonia .................................... As received NH3 30,000 64 3 50 12 
Equilibrated NH3 30,000 32 4 50 12 

Carbon monoxide ...................... As received CO 20,000 4 64 2 (3) 60 
Equilibrated CO 5,000 2 32 3 (3) 60 

CO 3,000 2 32 3 (3) 60 
Combination of 2 or 3 of above 

types 5 
Combination of all above types 6 

1 Minimum life will be determined at the indicated penetration. 
2 Relative humidity of test atmosphere will be 95 ±3pct; temperature of test atmosphere will be 25 ±2.5 °C. 
3 Maximum allowable CO penetration will be 385 cm 3 during the minimum life. The penetration shall not exceed 500 p/m dur-

ing this time. 
4 Relative humidity of test atmosphere will be 95 ±3pct; temperature of test atmosphere entering the test fixture will be 0 ±2.5 

°C¥0 °C. 
5 Test conditions and requirements will be applicable as shown in this table. 
6 Test conditions and requirements will be applicable as shown in this table, except the minimum service lives for acid gas, or-

ganic vapor, and ammonia will be 6 min instead of 12 min. 

TABLE 6—CANISTER BENCH TESTS AND REQUIREMENTS FOR CHIN-STYLE GAS MASK CANISTERS 
[42 CFR part 84, subpart I] 

Canister type Test condition 

Test atmosphere 

Number 
of tests 

Maximum 
allowable 
penetra-

tion (parts 
per mil-

lion) 

Minimum 
service 

life (min-
utes) 1 Gas or vapor 

Concentra-
tion (parts 
per million) 

Flow rate 
(liters per 
minute) 

Acid gas ....................... As received Equili-
brated 

SO2 50,000 64 3 5 12 

Cl2 5,000 64 3 5 12 
SO2 5,000 32 4 5 12 
Cl2 5,000 32 4 5 12 

Organic vapor .............. As received Equili-
brated 

CCl4 5,000 64 3 5 12 

CCl4 5,000 32 4 5 12 
Ammonia ..................... As received Equili-

brated 
NH3 5,000 64 3 50 12 

As received Equili-
brated 

NH3 5,000 32 4 50 12 

Carbon monoxide ........ As received CO 20,000 2 64 2 (3) 60 
CO 5,000 4 32 3 (3) 60 
CO 3,000 2 32 3 (3) 60 

Combination of 2 or 3 
of above types 5 

Combination of all 
above types 6 

1 Minimum life will be determined at the indicated penetration. 
2 Relative humidity of test atmosphere will be 95 ±3pct; temperature of test atmosphere will be 25 ±2.5 °C. 
3 Maximum allowable CO penetration will be 385 cm 3 during the minimum life. The penetration shall not exceed 500 p/m dur-

ing this time. 
4 Relative humidity of test atmosphere will be 95 ±3pct; temperature of test atmosphere entering the test fixture will be 0 ±2.5 

°C¥0 °C. 
5 Test conditions and requirements will be applicable as shown in this table. 
6 Test conditions and requirements will be applicable as shown in this table, except the minimum service lives for acid gas, or-

ganic vapor, and ammonia will be 6 min instead of 12 min. 
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TABLE 7—CANISTER BENCH TESTS AND REQUIREMENTS FOR ESCAPE GAS MASK CANISTERS 
[42 CFR part 84, subpart I] 

Canister type Test condition 

Test atmosphere 

Number 
of tests 

Maximum 
allowable 
penetra-

tion (parts 
per mil-

lion) 

Minimum 
service 

life (min-
utes) 1 Gas or vapor 

Concentra-
tion (parts 
per million) 

Flow rate 
(liters per 
minute) 

Acid gas ....................... As received ................ SO2 5,000 64 3 5 12 
Equilibrated ................ Cl2 5,000 64 3 5 12 

SO2 5,000 32 4 5 12 
Cl2 5,000 32 4 5 12 

Organic vapor .............. As received ................ CCl4 5,000 64 3 5 12 
Equilibrated ................ CCl4 5,000 32 4 5 12 

Ammonia ..................... As received ................ NH3 5,000 64 3 50 12 
Equilibrated ................ NH3 5,000 32 4 50 12 

Carbon monoxide ........ As received ................ CO 10,000 2 32 2 (3) 4 60 
CO 5,000 5 32 3 (3) 60 
CO 3,000 2 32 3 (3) 60 

1 Minimum life will be determined at the indicated penetration. 
2 Relative humidity of test atmosphere will be 95 ±3 pct; temperature of test atmosphere will be 25 ±2.5 °C. 
3 Maximum allowable CO penetration will be 385 cm 3 during the minimum life. The penetration shall not exceed 500 p/m dur-

ing this time. 
4 If effluent temperature exceeds 100 °C during this test, the escape gas mask shall be equipped with an effective heat ex-

changer. 
5 Relative humidity of test atmosphere will be 95 ±3 pct; temperature of test atmosphere entering the test fixture will be 0 ±2.5 

°C¥0 °C. 

Subpart J—Supplied-Air 
Respirators 

§ 84.130 Supplied-air respirators; de-
scription. 

Supplied-air respirators, including 
all completely assembled respirators 
designed for use as respiratory protec-
tion during entry into and escape from 
atmospheres not immediately dan-
gerous to life or health are described as 
follows: 

(a) Type ‘‘A’’ supplied-air respirators. A 
hose mask respirator, for entry into 
and escape from atmospheres not im-
mediately dangerous to life or health, 
which consists of a motor-driven or 
hand-operated blower that permits the 
free entrance of air when the blower is 
not operating, a strong large-diameter 
hose having a low resistance to airflow, 
a harness to which the hose and the 
life-line are attached and a tight-fit-
ting facepiece. 

(b) Type ‘‘AE’’ supplied-air respirators. 
A Type ‘‘A’’ supplied-air respirator 
equipped with additional devices de-
signed to protect the wearer’s head and 
neck against impact and abrasion from 
rebounding abrasive material, and with 
shielding material such as plastic, 
glass, woven wire, sheet metal, or 
other suitable material to protect the 
window(s) of facepieces, hoods, and hel-
mets which do not unduly interfere 

with the wearer’s vision and permit 
easy access to the external surface of 
such window(s) for cleaning. 

(c) Type ‘‘B’’ supplied-air respirators. A 
hose mask respirator, for entry into 
and escape from atmospheres not im-
mediately dangerous to life or health, 
which consists of a strong large-diame-
ter hose with low resistance to airflow 
through which the user draws inspired 
air by means of his lungs alone, a har-
ness to which the hose is attached, and 
a tight-fitting facepiece. 

(d) Type ‘‘BE’’ supplied-air respirators. 
A type ‘‘B’’ supplied-air respirator 
equipped with additional devices de-
signed to protect the wearer’s head and 
neck against impact and abrasion from 
rebounding abrasive material, and with 
shielding material such as plastic, 
glass, woven wire, sheet metal, or 
other suitable material to protect the 
window(s) of facepieces, hoods, and hel-
mets which do not unduly interfere 
with the wearer’s vision and permit 
easy access to the external surface of 
such window(s) for cleaning. 

(e) Type ‘‘C’’ supplied-air respirators. 
An airline respirator, for entry into 
and escape from atmospheres not im-
mediately dangerous to life or health, 
which consists of a source of respirable 
breathing air, a hose, a detachable cou-
pling, a control valve, orifice, a de-
mand valve or pressure demand valve, 
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an arrangement for attaching the hose 
to the wearer, and a facepiece, hood, or 
helmet. 

(f) Type ‘‘CE’’ supplied-air respirators. 
A type ‘‘C’’ supplied-air respirator 
equipped with additional devices de-
signed to protect the wearer’s head and 
neck against impact and abrasion from 
rebounding abrasive material, and with 
shielding material such as plastic, 
glass, woven wire, sheet metal, or 
other suitable material to protect the 
window(s) of facepieces, hoods, and hel-
mets which do not unduly interfere 
with the wearer’s vision and permit 
easy access to the external surface of 
such window(s) for cleaning. 

§ 84.131 Supplied-air respirators; re-
quired components. 

(a) Each supplied-air respirator de-
scribed in § 84.130 shall, where its de-
sign requires, contain the following 
component parts: 

(1) Facepiece, hood, or helmet; 
(2) Air supply valve, orifice, or de-

mand or pressure-demand regulator; 
(3) Hand operated or motor driven air 

blower; 
(4) Air supply hose; 
(5) Detachable couplings; 
(6) Flexible breathing tube; and 
(7) Respirator harness. 
(b) The component parts of each sup-

plied-air respirator shall meet the min-
imum construction requirements set 
forth in subpart G of this part. 

§ 84.132 Breathing tubes; minimum re-
quirements. 

Flexible breathing tubes used in con-
junction with supplied-air respirators 
shall be designed and constructed to 
prevent: 

(a) Restriction of free head move-
ment; 

(b) Disturbance of the fit of 
facepieces, mouthpieces, hoods, or hel-
mets; 

(c) Interference with the wearer’s ac-
tivities; and 

(d) Shutoff of airflow due to kinking, 
or from chin or arm pressure. 

§ 84.133 Harnesses; installation and 
construction; minimum require-
ments. 

(a) Each supplied-air respirator shall, 
where necessary, be equipped with a 

suitable harness designed and con-
structed to hold the components of the 
respirator in position against the wear-
er’s body. 

(b) Harnesses shall be designed and 
constructed to permit easy removal 
and replacement of respirator parts, 
and where applicable, provide for hold-
ing a full facepiece in the ready posi-
tion when not in use. 

§ 84.134 Respirator containers; min-
imum requirements. 

Supplied-air respirators shall be 
equipped with a substantial, durable 
container bearing markings which 
show the applicant’s name, the type 
and commercial designation of the res-
pirator it contains, and all appropriate 
approval labels. 

§ 84.135 Half-mask facepieces, full 
facepieces, hoods, and helmets; fit; 
minimum requirements. 

(a) Half-mask facepieces and full 
facepieces shall be designed and con-
structed to fit persons with various fa-
cial shapes and sizes either: 

(1) By providing more than one face-
piece size; or 

(2) By providing one facepiece size 
which will fit varying facial shapes and 
sizes. 

(b) Full facepieces shall provide for 
optional use of corrective spectacles or 
lenses, which shall not reduce the res-
piratory protective qualities of the res-
pirator. 

(c) Hoods and helmets shall be de-
signed and constructed to fit persons 
with various head sizes, provide for the 
optional use of corrective spectacles or 
lenses, and insure against any restric-
tion of movement by the wearer. 

(d) Facepieces, hoods, and helmets 
shall be designed to prevent eyepiece 
fogging. 

§ 84.136 Facepieces, hoods, and hel-
mets; eyepieces; minimum require-
ments. 

(a) Facepieces, hoods, and helmets 
shall be designed and constructed to 
provide adequate vision which is not 
distorted by the eyepiece. 

(b) All eyepieces except those on 
Types B, BE, C, and CE supplied-air 
respirators shall be designed and con-
structed to be impact and penetration 
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resistant. Federal Specification, Mask, 
Air Line: and Respirator, Air Filtering, 
Industrial, GGG-M-125d, October 11, 
1965 with interim amendment-1, July 
30, 1969, is an example of an appropriate 
standard for determining impact and 
penetration resistance. Copies of GGG- 
M-125d may be obtained from the 
NIOSH, National Personal Protective 
Technology Laboratory, P.O. Box 18070, 
626 Cochrans Mill Road, Pittsburgh, PA 
15236. 

(c)(1) The eyepieces of AE, BE, and 
CE type supplied-air respirators shall 
be shielded by plastic, glass, woven 
wire, sheet metal, or other suitable 
material which does not interfere with 
the vision of the wearer. 

(2) Shields shall be mounted and at-
tached to the facepiece to provide easy 
access to the external surface of the 
eyepiece for cleaning. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3907, Jan. 26, 2015] 

§ 84.137 Inhalation and exhalation 
valves; check valves; minimum re-
quirements. 

(a) Inhalation and exhalation valves 
shall be provided where necessary and 
protected against distortion. 

(b) Exhalation valves shall be: 
(1) Protected against damage and ex-

ternal influence; and 
(2) Designed and constructed to pre-

vent inward leakage of contaminated 
air. 

(c) Check valves designed and con-
structed to allow airflow toward the 
facepiece only shall be provided in the 
connections to the facepiece or in the 
hose fitting near the facepiece of all 
Type A, AE, B, and BE supplied-air res-
pirators. 

§ 84.138 Head harnesses; minimum re-
quirements. 

Facepieces shall be equipped with ad-
justable and replaceable head har-
nesses which are designed and con-
structed to provide adequate tension 
during use, and an even distribution of 
pressure over the entire area in contact 
with the face. 

§ 84.139 Head and neck protection; 
supplied-air respirators; minimum 
requirements. 

Type AE, BE, and CE supplied-air 
respirators shall be designed and con-
structed to provide protection against 
impact and abrasion from rebounding 
abrasive materials to the wearer’s head 
and neck. 

§ 84.140 Air velocity and noise levels; 
hoods and helmets; minimum re-
quirements. 

Noise levels generated by the res-
pirator will be measured inside the 
hood or helmet at maximum airflow 
obtainable within pressure and hose 
length requirements and shall not ex-
ceed 80 dBA. 

§ 84.141 Breathing gas; minimum re-
quirements. 

(a) Breathing gas used to supply sup-
plied-air respirators shall be respirable 
breathing air and contain no less than 
19.5 volume-percent of oxygen. 

(b) Compressed, gaseous breathing air 
shall meet the applicable minimum 
grade requirements for Type I gaseous 
air set forth in the Compressed Gas As-
sociation Commodity Specification for 
Air, G–7.1, 1966 (Grade D or higher qual-
ity). G–7.1 is incorporated by reference 
and has been approved by the Director 
of the Federal Register in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
Copies may be obtained from American 
National Standards Institute, Inc., 1430 
Broadway, New York, NY 10018. Copies 
may be inspected at the NIOSH, Na-
tional Personal Protective Technology 
Laboratory, P.O. Box 18070, 626 Coch-
rans Mill Road, Pittsburgh, PA 15236, 
or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(c) Compressed, liquefied breathing 
air shall meet the applicable minimum 
grade requirements for Type II liquid 
air set forth in the Compressed Gas As-
sociation Commodity Specification for 
Air, G–7.1, 1966 (Grade B or higher qual-
ity). G–7.1 is incorporated by reference 
and has been approved by the Director 
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of the Federal Register in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
Copies may be obtained from American 
National Standards Institute, Inc., 1430 
Broadway, New York, NY 10018. Copies 
may be inspected at the NIOSH, Na-
tional Personal Protective Technology 
Laboratory, P.O. Box 18070, 626 Coch-
rans Mill Road, Pittsburgh, PA 15236, 
or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

[60 FR 30355, June 8, 1995, amended at 80 FR 
3907, Jan. 26, 2015] 

§ 84.142 Air supply source; hand-oper-
ated or motor driven air blowers; 
Type A supplied-air respirators; 
minimum requirements. 

(a) Blowers shall be designed and con-
structed to deliver an adequate amount 
of air to the wearer with either direc-
tion of rotation, unless constructed to 
permit rotation in one direction only, 
and to permit the free entrance of air 
to the hose when the blower is not op-
erated. 

(b) No multiple systems, whereby 
more than one user is supplied by one 
blower, will be approved, unless each 
hose line is connected directly to a 
manifold at the blower. 

§ 84.143 Terminal fittings or chambers; 
Type B supplied-air respirators; 
minimum requirements. 

(a) Blowers or connections to air sup-
plies providing positive pressures shall 
not be approved for use on Type B sup-
plied-air respirators. 

(b) Terminal fittings or chambers 
employed in Type B supplied-air res-
pirators, shall be: 

(1) Installed in the inlet of the hose. 
(2) Designed and constructed to pro-

vide for the drawing of air through cor-
rosion resistant material arranged so 
as to be capable of removing material 
larger than 0.149 mm. in diameter (149 
micrometers, 100-mesh, U.S. Standard 
sieve). 

(3) Installed to provide a means for 
fastening or anchoring the fitting or 

chamber in a fixed position in a zone of 
respirable air. 

§ 84.144 Hand-operated blower test; 
minimum requirements. 

(a) Hand-operated blowers shall be 
tested by attaching them to a mechan-
ical drive and operating them 6 to 8 
hours daily for a period of 100 hours at 
a speed necessary to deliver 50 liters of 
air per minute through each com-
pletely assembled respirator. Each res-
pirator shall be equipped with the max-
imum length of hose with which the de-
vice is to be approved and the hose 
shall be connected to each blower or 
manifold outlet designed for hose con-
nections. 

(b) The crank speed of the hand-oper-
ated blower shall not exceed 50 revolu-
tions per minute in order to deliver the 
required 50 liters of air per minute to 
each facepiece. 

(c) The power required to deliver 50 
liters of air per minute to each wearer 
through the maximum length of hose 
shall not exceed one-fiftieth horse-
power, and the torque shall not exceed 
a force of 2.3 kg. (5 pounds) on a 20 cm. 
(8-inch) crank, as defined in § 84.146. 

(d) The blower shall operate through-
out the period without failure or indi-
cation of excessive wear of bearings or 
other working parts. 

§ 84.145 Motor-operated blower test; 
minimum requirements. 

(a) Motor-operated blowers shall be 
tested by operating them at their spec-
ified running speed 6 to 8 hours daily 
for a period of 100 hours when assem-
bled with the kind and maximum 
length of hose for which the device is 
to be approved and when connected to 
each blower or manifold outlet de-
signed for hose connections. 

(b) The connection between the 
motor and the blower shall be so con-
structed that the motor may be dis-
engaged from the blower when the 
blower is operated by hand. 

(c) The blower shall operate through-
out the period without failure or indi-
cation of excessive wear of bearings or 
other working parts. 

(d) Where a blower, which is ordi-
narily motor driven, is operated by 
hand, the power required to deliver 50 
liters of air per minute to each wearer 

VerDate Sep<11>2014 07:55 Dec 20, 2016 Jkt 238192 PO 00000 Frm 00673 Fmt 8010 Sfmt 8002 Y:\SGML\238192.XXX 238192js
ta

llw
or

th
 o

n 
D

S
K

7T
P

T
V

N
1P

R
O

D
 w

ith
 C

F
R



664 

42 CFR Ch. I (10–1–16 Edition) § 84.146 

through the maximum length of hose 
shall not exceed one-fiftieth horse-
power, and the torque shall not exceed 
a force of 2.3 kg. (5 pounds) on a 20 cm. 
(8-inch) crank, as defined in § 84.146. 

(e) Where the respirator is assembled 
with the facepiece and 15 m. (50 feet) of 
the hose for which it is to be approved, 
and when connected to one outlet with 
all other outlets closed and operated at 
a speed not exceeding 50 revolutions of 
the crank per minute, the amount of 
air delivered into the respiratory-inlet 
covering shall not exceed 150 liters per 
minute. 

§ 84.146 Method of measuring the 
power and torque required to oper-
ate blowers. 

As shown in Figure 1 of this section, 
the blower crank is replaced by a wood-
en drum, a (13 cm. (5 inches) in diame-
ter is convenient). This drum is wound 

with about 12 m. (40 feet) of No. 2 pic-
ture cord, b. A weight, c, of sufficient 
mass to rotate the blower at the de-
sired speed is suspended from this wire 
cord. A mark is made on the cord about 
3 to 4.5 m. (10 to 15 feet) from the 
weight, c. Another mark is placed at a 
measured distance (6–9 m./20–30 feet is 
convenient) from the first. These are 
used to facilitate timing. To determine 
the torque or horsepower required to 
operate the blower, the drum is started 
in rotation manually at or slightly 
above the speed at which the power 
measurement is to be made. The blower 
is then permitted to assume constant 
speed, and then as the first mark on 
the wire leaves the drum, a stopwatch 
is started. The watch is stopped when 
the second mark leaves the drum. 
From these data the foot-pounds per 
minute and the torque may be cal-
culated. 

FIGURE 1—APPARATUS FOR MEASURING POWER REQUIRED TO OPERATE 
BLOWER. (42 CFR PART 84, SUBPART J, § 84.146) 
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§ 84.147 Type B supplied-air res-
pirator; minimum requirements. 

No Type B supplied-air respirator 
shall be approved for use with a blower 
or with connection to an air supply de-
vice at positive pressures. 

§ 84.148 Type C supplied-air res-
pirator, continuous flow class; min-
imum requirements. 

(a) Respirators tested under this sec-
tion shall be approved only when they 
supply respirable air at the pressures 
and quantities required. 

(b) The pressure at the inlet of the 
hose connection shall not exceed 863 
kN/m.2 (125 pounds per square inch 
gage). 

(c) Where the pressure at any point 
in the supply system exceeds 863 kN/ 
m.2 (125 pounds per square inch gage), 
the respirator shall be equipped with a 
pressure-release mechanism that will 
prevent the pressure at the hose con-
nection from exceeding 863 kN/m.2 (125 
pounds per square inch gage) under any 
conditions. 

§ 84.149 Type C supplied-air res-
pirator, demand and pressure de-
mand class; minimum require-
ments. 

(a) Respirators tested under this sec-
tion shall be approved only when used 
to supply respirable air at the pres-
sures and quantities required. 

(b) The manufacturer shall specify 
the range of air pressure at the point of 
attachment of the air-supply hose to 
the air-supply system, and the range of 
hose length for the respirator. For ex-
ample, he might specify that the res-
pirator be used with compressed air at 
pressures ranging from 280–550 kN/m.2 
(40 to 80 pounds per square inch) with 
from 6 to 76 m. (15 to 250 feet) of air- 
supply hose. 

(c) The specified air pressure at the 
point of attachment of the hose to the 
air-supply system shall not exceed 863 
kN/m.2 (125 pounds per square inch 
gage). 

(d)(1) Where the pressure in the air- 
supply system exceeds 863 kN/m.2 (125 
pounds per square inch gage), the res-
pirator shall be equipped with a pres-
sure-release mechanism that will pre-
vent the pressure at the point of at-
tachment of the hose to the air-supply 

system from exceeding 863 kN/m.2 (125 
pounds per square inch gage). 

(2) The pressure-release mechanism 
shall be set to operate at a pressure not 
more than 20 percent above the manu-
facturer’s highest specified pressure. 
For example, if the highest specified 
pressure is 863 kN/m.2 (125 pounds per 
square inch), the pressure-release 
mechanism would be set to operate at 
a maximum of 1,035 kN/m.2 (150 pounds 
per square inch). 

§ 84.150 Air-supply line tests; minimum 
requirements. 

Air supply lines employed on Type A, 
Type B, and Type C supplied-air res-
pirators shall meet the minimum test 
requirements set forth in Table 8 of 
this subpart. 

§ 84.151 Harness test; minimum re-
quirements. 

(a)(1) Shoulder straps employed on 
Type A supplied-air respirators shall be 
tested for strength of material, joints, 
and seams and must separately with-
stand a pull of 113 kg. (250 pounds) for 
30 minutes without failure. 

(2) Belts, rings, and attachments for 
life lines must withstand a pull of 136 
kg. (300 pounds) for 30 minutes without 
failure. 

(3) The hose shall be firmly attached 
to the harness so as to withstand a pull 
of 113 kg. (250 pounds) for 30 minutes 
without separating, and the hose at-
tachments shall be arranged so that 
the pull or drag of the hose behind an 
advancing wearer does not disarrange 
the harness or exert pull upon the face-
piece. 

(4) The arrangement and suitability 
of all harness accessories and fittings 
will be considered. 

(b)(1) The harness employed on Type 
B supplied-air respirators shall not be 
uncomfortable, disturbing, or interfere 
with the movements of the wearer. 

(2) The harness shall be easily adjust-
able to various sizes. 

(3) The hose shall be attached to the 
harness in a manner that will with-
stand a pull of 45 kg. (100 pounds) for 30 
minutes without separating or showing 
signs of failure. 
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(4) The design of the harness and at-
tachment of the line shall permit drag-
ging the maximum length of hose con-
sidered for approval over a concrete 
floor without disarranging the harness 
or exerting a pull on the facepiece. 

(5) The arrangement and suitability 
of all harness accessories and fittings 
will be considered. 

(c) The harness employed on Type C 
respirators shall be similar to that re-
quired on the Type B respirator, or, it 
may consist of a simple arrangement 
for attaching the hose to a part of the 
wearer’s clothing in a practical manner 
that prevents a pull equivalent to drag-
ging the maximum length of the hose 
over a concrete floor from exerting pull 
upon the respiratory-inlet covering. 

(d) Where supplied-air respirators 
have a rigid or partly rigid head cov-
ering, a suitable harness shall be re-
quired to assist in holding this cov-
ering in place. 

§ 84.152 Breathing tube test; minimum 
requirements. 

(a)(1) Type A and Type B supplied-air 
respirators shall employ one or two 
flexible breathing tubes of the 
nonkinking type which extend from 
the facepiece to a connecting hose cou-
pling attached to the belt or harness. 

(2) The breathing tubes employed 
shall permit free head movement, in-
sure against closing off by kinking or 
by chin or arm pressure, and they shall 
not create a pull that will loosen the 
facepiece or disturb the wearer. 

(b) Breathing tubes employed on 
Type C supplied-air respirators of the 
continuous flow class shall meet the 
minimum requirements set forth in 
paragraph (a) of this section, however, 
an extension of the connecting hose 
may be employed in lieu of the breath-
ing tubes required. 

(c)(1) A flexible, nonkinking type 
breathing tube shall: 

(i) Be employed on Type C supplied- 
air respirators of the demand and pres-
sure-demand class; and 

(ii) Extend from the facepiece to the 
demand or pressure-demand valve, ex-
cept where the valve is attached di-
rectly to the facepiece. 

(2) The breathing tube shall permit 
free head movement, insure against 
closing off by kinking or by chin or 

arm pressure, and shall not create a 
pull that will loosen the facepiece or 
disturb the wearer. 

§ 84.153 Airflow resistance test, Type A 
and Type AE supplied-air res-
pirators; minimum requirements. 

(a) Airflow resistance will be deter-
mined when the respirator is com-
pletely assembled with the respiratory- 
inlet covering, the air-supply device, 
and the maximum length of air-supply 
hose coiled for one-half its length in 
loops 1.5 to 2.1 m. (5 to 7 feet) in diame-
ter. 

(b) The inhalation resistance, drawn 
at the rate of 85 liters (3 cubic feet) per 
minute when the blower is not oper-
ating or under any practical condition 
of blower operation shall not exceed 
the following amounts: 

Maximum length of hose for 
which respirator is approved 

Maximum resistance, water 
column height 

Feet Meters Inches Millimeters 

75 23 1.5 38 
150 46 2.5 64 
250 76 3.5 89 
300 91 4.0 102 

(c) The exhalation resistance shall 
not exceed 25 mm. (1 inch) of water-col-
umn height at a flow rate of 85 liters (3 
cubic feet) per minute when the blower 
is not operating or under any practical 
condition of blower operation. 

§ 84.154 Airflow resistance test; Type B 
and Type BE supplied-air res-
pirators; minimum requirements. 

(a) Airflow resistance shall be deter-
mined when the respirator is com-
pletely assembled with the respiratory- 
inlet covering and the hose in the max-
imum length to be considered for ap-
proval, coiled in loops 1.5 to 2.1 m. (5 to 
7 feet) in diameter. 

(b) Airflow resistance shall not ex-
ceed 38 mm. (1.5 inches) of water-col-
umn height to air drawn at the flow 
rate of 85 liters (3 cubic feet) per 
minute. 

(c) The exhalation resistance shall 
not exceed 25 mm. (1 inch) of water-col-
umn height at this flow rate. 
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§ 84.155 Airflow resistance test; Type C 
supplied-air respirator, continuous 
flow class and Type CE supplied-air 
respirator; minimum requirements. 

The resistance to air flowing from 
the respirator shall not exceed 25 mm. 
(1 inch) of water-column height when 
the air flow into the respiratory-inlet 
covering is 115 liters (4 cubic feet) per 
minute. 

§ 84.156 Airflow resistance test; Type C 
supplied-air respirator, demand 
class; minimum requirements. 

(a) Inhalation resistance shall not ex-
ceed 50 millimeters (2 inches) of water 
at an air flow of 115 liters (4 cubic feet) 
per minute. 

(b) The exhalation resistance to a 
flow of air at a rate of 85 liters (3 cubic 
feet) per minute shall not exceed 25 
millimeters (1 inch) of water. 

§ 84.157 Airflow resistance test; Type C 
supplied-air respirator, pressure- 
demand class; minimum require-
ments. 

(a) The static pressure in the face-
piece shall not exceed 38 mm. (1.5 
inches) of water-column height. 

(b) The pressure in the facepiece 
shall not fall below atmospheric at in-
halation airflows less than 115 liters (4 
cubic feet) per minute. 

(c) The exhalation resistance to a 
flow of air at a rate of 85 liters (3 cubic 
feet) per minute shall not exceed the 
static pressure in the facepiece by 
more than 51 mm. (2 inches) of water- 
column height. 

§ 84.158 Exhalation valve leakage test. 
(a) Dry exhalation valves and valve 

seats will be subjected to a suction of 
25 mm. water-column height while in a 
normal operating position. 

(b) Leakage between the valve and 
valve seat shall not exceed 30 milli-
liters per minute. 

§ 84.159 Man tests for gases and va-
pors; supplied-air respirators; gen-
eral performance requirements. 

(a) Wearers will enter a chamber con-
taining a gas or vapor as prescribed in 
§§ 84.160, 84.161, 84.162, and 84.163. 

(b) Each wearer will spend 10 minutes 
in work to provide observations on 
freedom of the device from leakage. 

The freedom and comfort allowed the 
wearer will also be considered. 

(c) Time during the test period will 
be divided as follows: 

(1) Five minutes. Walking, turning 
head, dipping chin; and 

(2) Five minutes. Pumping air with a 
tire pump into a 28-liter (1 cubic foot) 
container, or equivalent work. 

(d) No odor of the test gas or vapor 
shall be detected by the wearer in the 
air breathed during any such test, and 
the wearer shall not be subjected to 
any undue discomfort or encumbrance 
because of the fit, air delivery, or other 
features of the respirator during the 
testing period. 

§ 84.160 Man test for gases and vapors; 
Type A and Type AE respirators; 
test requirements. 

(a) The completely assembled res-
pirator will be worn in a chamber con-
taining 0.1 ±0.025 percent isoamyl ace-
tate vapor, and the blower, the intake 
of the hose, and not more than 25 per-
cent of the hose length will be located 
in isoamyl acetate-free air. 

(b) The man in the isoamyl acetate 
atmosphere will draw his inspired air 
through the hose, connections, and all 
parts of the air device by means of his 
lungs alone (blower not operating). 

(c) The 10-minute work test will be 
repeated with the blower in operation 
at any practical speed up to 50 revolu-
tions of the crank per minute. 

§ 84.161 Man test for gases and vapors; 
Type B and Type BE respirators; 
test requirements. 

(a) The completely assembled res-
pirator will be worn in a chamber con-
taining 0.1 ±0.025 percent isoamyl ace-
tate vapor, and the intake of the hose, 
and not more than 25 percent of the 
hose length will be located in isoamyl 
acetate-free air. 

(b) The man in the isoamyl acetate 
atmosphere will draw his inspired air 
through the hose and connections by 
means of his lungs alone. 
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§ 84.162 Man test for gases and vapors; 
Type C respirators, continuous-flow 
class and Type CE supplied-air res-
pirators; test requirements. 

(a) The completely assembled res-
pirator will be worn in a chamber con-
taining 0.1 ±0.025 percent isoamyl ace-
tate vapor, the intake of the hose will 
be connected to a suitable source of 
respirable air, and not more than 25 
percent of the hose length will be lo-
cated in isoamyl acetate-free air. 

(b) The minimum flow of air required 
to maintain a positive pressure in the 
respiratory-inlet covering throughout 
the entire breathing cycle will be sup-
plied to the wearer, provided however, 
that airflow shall not be less than 115 
liters per minute for tight-fitting and 
not less than 170 liters per minute for 
loose-fitting respiratory inlet-cov-
erings. 

(c) The test will be repeated with the 
maximum rate of flow attainable with-
in specified operating pressures. 

§ 84.163 Man test for gases and vapors; 
Type C supplied-air respirators, de-
mand and pressure-demand classes; 
test requirements. 

(a) The completely assembled res-
pirator will be worn in a chamber con-
taining 0.1 ±0.025 percent isoamyl ace-
tate vapor, the intake of the hose will 
be connected to a suitable source of 
respirable air, and not more than 25 
percent of the hose length will be lo-
cated in isoamyl acetate-free air. 

(b) The test will be conducted at the 
minimum pressure with the maximum 
hose length and will be repeated at the 
maximum pressure with the minimum 
hose length. 

TABLE TO SUBPART J OF PART 84 

TABLE 8—AIR-SUPPLY-LINE REQUIREMENTS AND TESTS 
[42 CFR part 84, subpart J] 

Specific requirements 
Requirements for the air-supply lines of the indicated type of supplied-air respirators 

Type A Type B Type C 

Length of hose .............. Maximum of 91 m. (300 
feet), in multiples of 
7.6 m. (25 feet).

Maximum of 23 m. (75 
feet) in multiples of 
7.6 m. (25 feet).

Maximum of 91 m. (300 feet) in multiples of 7.6 
m. (25 feet). It will be permissible for the ap-
plicant to supply hose of the approved type of 
shorter length than 7.6 m. (25 feet) provided it 
meets the requirements of the part. 

Air flow ........................... None ............................. None ............................. The air-supply hose with air regulating valve or 
orifice shall permit a flow of not less than 115 
liters (4 cubic feet) per minute to tight-fitting 
and 170 liters (6 cubic feet) per minute to 
loose-fitting respiratory-inlet coverings through 
the maximum length of hose for which ap-
proval is granted and at the minimum speci-
fied air-supply pressure. The maximum flow 
shall not exceed 425 liters (15 cubic feet) per 
minute at the maximum specified air-supply 
pressure with the minimum length of hose for 
which approval is granted. 
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Public Health Service, HHS Pt. 84, Subpt. J, Table 

TABLE 8—AIR-SUPPLY-LINE REQUIREMENTS AND TESTS—Continued 
[42 CFR part 84, subpart J] 

Specific requirements 
Requirements for the air-supply lines of the indicated type of supplied-air respirators 

Type A Type B Type C 

Air flow ........................... ......do ............................ ......do ............................ The air-supply hose, detachable coupling, and 
demand valve of the demand class or pres-
sure-demand valve of the pressure-demand 
class for Type C supplied-air respirators, de-
mand and pressure-demand classes, shall be 
capable of delivering respirable air at a rate of 
not less than 115 liters (4 cubic feet) per 
minute to the respiratory-inlet covering at an 
inhalation resistance not exceeding 50 milli-
meters (2 inches) of water-column height 
measured in the respiratory-inlet covering with 
any combination of air-supply pressure and 
length of hose within the applicant’s specified 
range of pressure and hose length. The air- 
flow rate and resistance to inhalation shall be 
measured while the demand or pressure-de-
mand valve is actuated 20 times per minute 
by a source of intermittent suction. The max-
imum rate of flow to the respiratory-inlet cov-
ering shall not exceed 425 liters (15 cubic 
feet) per minute under the specified operating 
conditions. 

Air-regulating valve ........ ......do ............................ ......do ............................ If an air-regulating valve is provided, it shall be 
so designed that it will remain at a specific 
adjustment, which will not be affected by the 
ordinary movement of the wearer. The valve 
must be so constructed that the air supply 
with the maximum length of hose and at the 
minimum specified air-supply pressure will not 
be less than 115 liters (4 cubic feet) of air per 
minute to tight-fitting and 170 liters (6 cubic 
feet) of air per minute of loose-fitting res-
piratory inlet coverings for any adjustment of 
the valve. If a demand or pressure-demand 
valve replaces the air-regulating valve, it shall 
be connected to the air-supply at the max-
imum air pressure for which approval is 
sought by means of the minimum length of 
air-supply hose for which approval is sought. 
The outlet of the demand or pressure-demand 
valve shall be connected to a source of inter-
mittent suction so that the demand or pres-
sure-demand valve is actuated approximately 
20 times per minute for a total of 100,000 
inhalations. To expedite this test, the rate of 
actuation may be increased if mutually agree-
able to the applicant and NIOSH. During this 
test the valve shall function without failure 
and without excessive wear of the moving 
parts. The demand or pressure-demand valve 
shall not be damaged in any way when sub-
jected at the outlet to a pressure or suction of 
25 cm. (10 inches) of water gage for 2 min-
utes. 

Noncollapsibility ............. The hose shall not col-
lapse or exhibit per-
manent deformation 
when a force of 90 
kg. (200 pounds) is 
applied for 5 minutes 
between 2 planes 7.6 
cm. (3 inches) wide 
on opposite sides of 
the hose.

Same as Type A .......... None. 
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TABLE 8—AIR-SUPPLY-LINE REQUIREMENTS AND TESTS—Continued 
[42 CFR part 84, subpart J] 

Specific requirements 
Requirements for the air-supply lines of the indicated type of supplied-air respirators 

Type A Type B Type C 

Nonkinkability ................ None ............................. None ............................. A 7.6 m. (25 foot) section of the hose will be 
placed on a horizontal-plane surface and 
shaped into a one-loop coil with one end of 
the hose connected to an airflow meter and 
the other end of the hose supplied with air at 
the minimum specified supply pressure. The 
connection shall be in the plane of the loop. 
The other end of the hose will be pulled tan-
gentially to the loop and in the plane of the 
loop until the hose straightens. To meet the 
requirements of this test the loop shall main-
tain a uniform near-circular shape and ulti-
mately unfold as a spiral, without any local-
ized deformation that decreases the flow of 
air to less than 90 percent of the flow when 
the hose is tested while remaining in a 
straight line. 

Strength of hose and 
couplings.

Hose and couplings 
shall not separate or 
fail when tested with 
a pull of 113 kg. (250 
pounds) for 5 minutes.

Same as Type A .......... Hose and couplings shall not exhibit any sepa-
ration or failure when tested with a pull of 45 
kg. (100 pounds) for 5 minutes and when 
tested by subjecting them to an internal air 
pressure of 2 times the maximum respirator- 
supply pressure that is specified by the appli-
cant or at 173 kN/m. 2 (25 pounds per square 
inch) gage, whichever is higher. 

Tightness ....................... No air leakage shall 
occur when the hose 
and couplings are 
joined and the joint(s) 
are immersed in 
water and subjected 
to an internal air 
pressure of 35 kN/m. 
2 (5 pounds per 
square inch) gage.

None ............................. Leakage of air exceeding 50 cc. per minute at 
each coupling shall not be permitted when the 
hose and couplings are joined and are im-
mersed in water, with air flowing through the 
respirator under a pressure of 173 kN/m. 2 
(25 pounds per square inch) gage applied to 
the inlet end of the air-supply hose, or at 
twice the maximum respirator-supply pressure 
that is specified by the applicant, whichever is 
higher. 

Permeation of hose by 
gasoline.

The permeation of the 
hose by gasoline will 
be tested by immers-
ing 7.6 m. (25 feet) of 
hose and one cou-
pling in gasoline, with 
air flowing through 
the hose at the rate 
of 8 liters per minute 
for 6 hours. The air 
from the hose shall 
not contain more than 
0.01 percent by vol-
ume of gasoline 
vapor at the end of 
the test.

Same as for Type A ..... Same as for Type A, except the test period 
shall be 1 hour. 

Detachable coupling ...... None ............................. None ............................. A hand-operated detachable coupling by which 
the wearer can readily attach or detach the 
connecting hose shall be provided at a con-
venient location. This coupling shall be dura-
ble, remain connected under all conditions of 
normal respirator use, and meet the pre-
scribed tests for strength and tightness of 
hose and couplings. 
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Subpart K—Non-Powered Air- 
Purifying Particulate Respirators 

§ 84.170 Non-powered air-purifying 
particulate respirators; description. 

(a) Non-powered air-purifying partic-
ulate respirators utilize the wearer’s 
negative inhalation pressure to draw 
the ambient air through the air-puri-
fying filter elements (filters) to remove 
particulates from the ambient air. 
They are designed for use as res-
piratory protection against 
atmospheres with particulate contami-
nants (e.g., dusts, fumes, mists) that 
are not immediately dangerous to life 
or health and that contain adequate 
oxygen to support life. 

(b) Non-powered air-purifying partic-
ulate respirators are classified into 
three series, N-, R-, and P-series. The 
N-series filters are restricted to use in 
those workplaces free of oil aerosols. 
The R- and P-series filters are intended 
for removal of any particulate that in-
cludes oil-based liquid particulates. 

(c) Non-powered air-purifying partic-
ulate respirators are classified accord-
ing to the efficiency level of the fil-
ter(s) as tested according to the re-
quirements of this part. 

(1) N100, R100, and P100 filters shall 
demonstrate a minimum efficiency 
level of 99.97 percent. 

(2) N99, R99, and P99 filters shall 
demonstrate a minimum efficiency 
level of 99 percent. 

(3) N95, R95, and P95 filters shall 
demonstrate a minimum efficiency 
level of 95 percent. 

§ 84.171 Non-powered air-purifying 
particulate respirators; required 
components. 

(a) Each non-powered air-purifying 
particulate respirator described in 
§ 84.170 shall, where its design requires, 
contain the following component parts: 

(1) Facepiece, mouthpiece with nose-
clip, hood, or helmet; 

(2) Filter unit; 
(3) Harness; 
(4) Attached blower; and 
(5) Breathing tube. 
(b) The components of each non-pow-

ered air-purifying particulate res-
pirator shall meet the minimum con-
struction requirements set forth in 
subpart G of this part. 

§ 84.172 Breathing tubes; minimum re-
quirements. 

Flexible breathing tubes used in con-
junction with respirators shall be de-
signed and constructed to prevent: 

(a) Restriction of free head move-
ment; 

(b) Disturbance of the fit of 
facepieces, mouthpieces, hoods, or hel-
mets; 

(c) Interference with the wearer’s ac-
tivities; and 

(d) Shutoff of airflow due to kinking, 
or from chin or arm pressure. 

§ 84.173 Harnesses; installation and 
construction; minimum require-
ments. 

(a) Each respirator shall, where nec-
essary, be equipped with a suitable har-
ness designed and constructed to hold 
the components of the respirator in po-
sition against the wearer’s body. 

(b) Harnesses shall be designed and 
constructed to permit easy removal 
and replacement of respirator parts, 
and, where applicable, provide for hold-
ing a full facepiece in the ready posi-
tion when not in use. 

§ 84.174 Respirator containers; min-
imum requirements. 

(a) Except as provided in paragraph 
(b) of this section each respirator shall 
be equipped with a substantial, durable 
container bearing markings which 
show the applicant’s name, the type of 
respirator it contains, and all appro-
priate approval labels. 

(b) Containers for single-use res-
pirators may provide for storage of 
more than one respirator, however, 
such containers shall be designed and 
constructed to prevent contamination 
of respirators which are not removed, 
and to prevent damage to respirators 
during transit. 

§ 84.175 Half-mask facepieces, full 
facepieces, hoods, helmets, and 
mouthpieces; fit; minimum require-
ments. 

(a) Half-mask facepieces and full 
facepieces shall be designed and con-
structed to fit persons with various fa-
cial shapes and sizes either: 

(1) By providing more than one face-
piece size; or 
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(2) By providing one facepiece size 
which will fit varying facial shapes and 
sizes. 

(b) Full facepieces shall provide for 
optional use of corrective spectacles or 
lenses, which shall not reduce the res-
piratory protective qualities of the res-
pirator. 

(c) Hoods and helmets shall be de-
signed and constructed to fit persons 
with various head sizes, provide for the 
optional use of corrective spectacles or 
lenses, and insure against any restric-
tion of movement by the wearer. 

(d) Mouthpieces shall be equipped 
with noseclips which are securely at-
tached to the mouthpiece or respirator 
and provide an airtight seal. 

(e) Facepieces, hoods, and helmets 
shall be designed to prevent eyepiece 
fogging. 

(f) Half-mask facepieces shall not 
interfere with the fit of common indus-
trial safety corrective spectacles. 

§ 84.176 Facepieces, hoods, and hel-
mets; eyepieces; minimum require-
ments. 

Facepieces, hoods, and helmets shall 
be designed and constructed to provide 
adequate vision which is not distorted 
by the eyepieces. 

§ 84.177 Inhalation and exhalation 
valves; minimum requirements. 

(a) Inhalation and exhalation valves 
shall be protected against distortion. 

(b) Inhalation valves shall be de-
signed and constructed and provided 
where necessary to prevent excessive 
exhaled air from adversely affecting 
filters, except where filters are specifi-
cally designed to resist moisture. 

(c) Exhalation valves shall be: 
(1) Provided where necessary; 
(2) Protected against damage and ex-

ternal influence; and 
(3) Designed and constructed to pre-

vent inward leakage of contaminated 
air. 

§ 84.178 Head harnesses; minimum re-
quirements. 

(a) All facepieces shall be equipped 
with head harnesses designed and con-
structed to provide adequate tension 
during use and an even distribution of 
pressure over the entire area in contact 
with the face. 

(b) Facepiece head harnesses, except 
those employed on single-use res-
pirators, shall be adjustable and re-
placeable. 

(c) Mouthpieces shall be equipped, 
where applicable, with adjustable and 
replaceable harnesses, designed and 
constructed to hold the mouthpiece in 
place. 

§ 84.179 Non-powered air-purifying 
particulate respirators; filter identi-
fication. 

(a) The respirator manufacturer, as 
part of the application for certifi-
cation, shall specify the filter series 
and the filter efficiency level (i.e., 
‘‘N95’’, ‘‘R95, ‘‘P95’’, ‘‘N99, ‘‘R99’’, 
‘‘P99’’, ‘‘N100’’, ‘‘R100’’, or ‘‘P100’’) for 
which certification is being sought. 

(b) Filters shall be prominently la-
beled as follows: 

(1) N100 filters shall be labeled ‘‘N100 
Particulate Filter (99.97% filter effi-
ciency level)’’ and shall be a color 
other than magenta. 

(2) R100 filters shall be labeled ‘‘R100 
Particulate Filter (99.97% filter effi-
ciency level)’’ and shall be a color 
other than magenta. 

(3) P100 filters shall be labeled ‘‘P100 
Particulate Filter (99.97% filter effi-
ciency level)’’ and shall be color coded 
magenta. 

(4) N99 filters shall be labeled ‘‘N99 
Particulate Filter (99% filter efficiency 
level)’’ and shall be a color other than 
magenta. 

(5) R99 filters shall be labeled ‘‘R99 
Particulate Filter (99% filter efficiency 
level)’’ and shall be a color other than 
magenta. 

(6) P99 filters shall be labeled ‘‘P99 
Particulate Filter (99% filter efficiency 
level)’’ and shall be a color other than 
magenta. 

(7) N95 filters shall be labeled as ‘‘N95 
Particulate Filter (95% filter efficiency 
level)’’ and shall be a color other than 
magenta. 

(8) R95 filters shall be labeled as ‘‘R95 
Particulate Filter (95% filter efficiency 
level)’’ and shall be a color other than 
magenta. 

(9) P95 filters shall be labeled as ‘‘P95 
Particulate Filter (95% filter efficiency 
level)’’ and shall be a color other than 
magenta. 
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§ 84.180 Airflow resistance tests. 
(a) Resistance to airflow will be 

measured in the facepiece, mouthpiece, 
hood, or helmet of a particulate res-
pirator (complete respirator) mounted 
on a test fixture with air flowing at 
continuous rate of 85 ±2 liters per 
minute, before each test conducted in 
accordance with § 84.182. 

(b) The resistances for particulate 
respirators upon initial inhalation 
shall not exceed 35 mm water column 
height pressure and upon initial exha-
lation shall not exceed 25 mm water 
column height pressure. 

§ 84.181 Non-powered air-purifying 
particulate filter efficiency level de-
termination. 

(a) Twenty filters of each non-pow-
ered air-purifying particulate res-
pirator model shall be tested for filter 
efficiency against: 

(1) A solid sodium chloride particu-
late aerosol as per this section, if N-se-
ries certification is requested by the 
applicant. 

(2) A dioctyl phthalate or equivalent 
liquid particulate aerosol as per this 
section, if R-series or P-series certifi-
cation is requested by the applicant. 

(b) Filters including holders and gas-
kets; when separable, shall be tested 
for filter efficiency level, as mounted 
on a test fixture in the manner as used 
on the respirator. 

(c) Prior to filter efficiency testing of 
20 N-series filters, the 20 to be tested 
shall be taken out of their packaging 
and placed in an environment of 85 ±5 
percent relative humidity at 38 ±2.5 °C 
for 25 ±1 hours. Following the pre-con-
ditioning, filters shall be sealed in a 
gas-tight container and tested within 
10 hours. 

(d) When the filters do not have sepa-
rable holders and gaskets, the exhala-
tion valves shall be blocked so as to en-
sure that leakage, if present, is not in-
cluded in the filter efficiency level 
evaluation. 

(e) For non-powered air-purifying 
particulate respirators with a single 
filter, filters shall be tested at a con-
tinuous airflow rate of 85 ±4 liters per 
minute. Where filters are to be used in 
pairs, the test-aerosol airflow rate 
shall be 42.5 ±2 liters per minute 
through each filter. 

(f) Filter efficiency test aerosols. (1) 
When testing N-series filters, a sodium 
chloride or equivalent solid aerosol at 
25 ±5 °C and relative humidity of 30 ±10 
percent that has been neutralized to 
the Boltzmann equilibrium state shall 
be used. Each filter shall be challenged 
with a concentration not exceeding 200 
mg/m3. 

(2) When testing R-series and P-series 
filters, a neat cold-nebulized dioctyl 
phthalate (DOP) or equivalent aerosol 
at 25 ±5 °C that has been neutralized to 
the Boltzmann equilibrium state shall 
be used. Each filter shall be challenged 
with a concentration not exceeding 200 
mg/m3. 

(3) The test shall continue until min-
imum efficiency is achieved or until an 
aerosol mass of at least 200 ±5 mg has 
contacted the filter. For P-series fil-
ters, if the filter efficiency is decreas-
ing when the 200 ±5 mg challenge point 
is reached, the test shall be continued 
until there is no further decrease in ef-
ficiency. 

(g) The sodium chloride test aerosol 
shall have a particle size distribution 
with count median diameter of 0.075 
±0.020 micrometer and a standard geo-
metric deviation not exceeding 1.86 at 
the specified test conditions as deter-
mined with a scanning mobility par-
ticle sizer or equivalent. The DOP aer-
osol shall have a particle size distribu-
tion with count median diameter of 
0.185 ±0.020 micrometer and a standard 
geometric deviation not exceeding 1.60 
at the specified test conditions as de-
termined with a scanning mobility par-
ticle sizer or equivalent. 

(h) The efficiency of the filter shall 
be monitored and recorded throughout 
the test period by a suitable forward- 
light-scattering photometer or equiva-
lent instrumentation. 

(i) The minimum efficiency for each 
of the 20 filters shall be determined and 
recorded and be equal to or greater 
than the filter efficiency criterion list-
ed for each level as follows: 

P100, R100 and N100: Efficiency ≥99.97% 
P99, R99 and N99: Efficiency ≥99% 
P95, R95 and N95: Efficiency ≥95% 

§ 84.182 Exhalation valve leakage test; 
minimum requirements. 

(a) Dry exhalation valves and valve 
seats will be subjected to a suction of 
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25 mm. water-column height while in a 
normal operating position. 

(b) Leakage between the valve and 
valve seat shall not exceed 30 milli-
liters per minute. 

Subpart L—Chemical Cartridge 
Respirators 

§ 84.190 Chemical cartridge res-
pirators: description. 

(a) Chemical cartridge respirators in-
cluding all completely assembled res-
pirators which are designed for use as 
respiratory protection during entry 
into or escape from atmospheres not 
immediately dangerous to life and 
health, are described according to the 
specific gases or vapors against which 
they are designed to provide res-
piratory protection, as follows: 

Type of chemical cartridge respirator 1 

Maximum 
use con-

centration, 
parts per 

million 

Ammonia ............................................................ 300 
Chlorine ............................................................. 10 
Hydrogen chloride ............................................. 50 
Methyl amine ..................................................... 100 
Organic vapor .................................................... 2 1,000 
Sulfur dioxide ..................................................... 50 
Vinyl chloride ..................................................... 10 

1 Not for use against gases or vapors with poor warning 
properties (except where MSHA or Occupational Safety and 
Health Administration standards may permit such use for a 
specific gas or vapor) or those which generate high heats of 
reaction with sorbent material in the cartridge. 

2 Maximum use concentrations are lower for organic vapors 
which produce atmospheres immediately hazardous to life or 
health at concentrations equal to or lower than this 
concentration. 

(b) Chemical cartridge respirators for 
respiratory protection against gases or 
vapors, which are not specifically list-
ed with their maximum use concentra-
tion, may be approved if the applicant 
submits a request for such approval, in 
writing, to the Institute. The Institute 
shall consider each such application 
and accept or reject the application 
after a review of the effects on the 
wearer’s health and safety and in the 
light of any field experience in use of 
chemical cartridge respirators as pro-
tection against such hazards. 

§ 84.191 Chemical cartridge res-
pirators; required components. 

(a) Each chemical cartridge res-
pirator described in § 84.190 shall, where 

its design requires, contain the fol-
lowing component parts: 

(1) Facepiece, mouthpiece, and nose-
clip, hood, or helmet; 

(2) Cartridge; 
(3) Cartridge with filter; 
(4) Harness; 
(5) Breathing tube; and 
(6) Attached blower. 
(b) The components of each chemical 

cartridge respirator shall meet the 
minimum construction requirements 
set forth in subpart G of this part. 

§ 84.192 Cartridges in parallel; resist-
ance requirements. 

Where two or more cartridges are 
used in parallel, their resistance to air-
flow shall be essentially equal. 

§ 84.193 Cartridges; color and mark-
ings; requirements. 

The color and markings of all car-
tridges or labels shall conform with the 
requirements of the American National 
Standards Institute, American Na-
tional Standard for Identification of 
Air-Purifying Respirator Canisters and 
Cartridges, ANSI K13.1–1973. ANSI 
K13.1 is incorporated by reference and 
has been approved by the Director of 
the Federal Register in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51. 
Copies may be obtained from American 
National Standards Institute, Inc., 1430 
Broadway, New York, NY 10018. Copies 
may be inspected at the NIOSH, Na-
tional Personal Protective Technology 
Laboratory, P.O. Box 18070, 626 Coch-
rans Mill Road, Pittsburgh, PA 15236, 
or at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3908, Jan. 26, 2015] 

§ 84.194 Filters used with chemical 
cartridges; location; replacement. 

(a) Particulate matter filters used in 
conjunction with a chemical cartridge 
shall be located on the inlet side of the 
cartridge. 

(b) Filters shall be incorporated in or 
firmly attached to the cartridge and 
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each filter assembly shall, where appli-
cable, be designed to permit its easy re-
moval from and replacement on the 
cartridge. 

§ 84.195 Breathing tubes; minimum re-
quirements. 

Flexible breathing tubes used in con-
junction with respirators shall be de-
signed and constructed to prevent: 

(a) Restriction of free head move-
ment; 

(b) Disturbance of the fit of 
facepieces, mouthpieces, hoods, or hel-
mets; 

(c) Interference with the wearer’s ac-
tivities; and 

(d) Shutoff of airflow due to kinking, 
or from chin or arm pressure. 

§ 84.196 Harnesses; installation and 
construction; minimum require-
ments. 

(a) Each respirator shall, where nec-
essary, be equipped with a suitable har-
ness designed and constructed to hold 
the components of the respirator in po-
sition against the wearer’s body. 

(b) Harnesses shall be designed and 
constructed to permit easy removal 
and replacement of respirator parts 
and, where applicable, provide for hold-
ing a full facepiece in the ready posi-
tion when not in use. 

§ 84.197 Respirator containers; min-
imum requirements. 

Respirators shall be equipped with a 
substantial, durable container bearing 
markings which show the applicant’s 
name, the type and commercial des-
ignation of the respirator it contains 
and all appropriate approval labels. 

§ 84.198 Half-mask facepieces, full 
facepieces, mouthpieces, hoods, and 
helmets; fit; minimum require-
ments. 

(a) Half-mask facepieces and full 
facepieces shall be designed and con-
structed to fit persons with various fa-
cial shapes and sizes either: 

(1) By providing more than one face-
piece size; or 

(2) By providing one facepiece size 
which will fit varying facial shapes and 
sizes. 

(b) Hoods and helmets shall be de-
signed and constructed to fit persons 
with various head sizes, provide for the 

optional use of corrective spectacles or 
lenses, and insure against any restric-
tion of movement by the wearer. 

(c) Mouthpieces shall be equipped 
with noseclips which are securely at-
tached to the mouthpiece or respirator 
and provide an airtight fit. 

(d) Full facepieces shall provide for 
optional use of corrective spectacles or 
lenses which shall not reduce the res-
piratory protective qualities of the res-
pirator. 

(e) Facepieces, hoods, and helmets 
shall be designed to prevent eyepiece 
fogging. 

§ 84.199 Facepieces, hoods, and hel-
mets; eyepieces; minimum require-
ments. 

Facepieces, hoods, and helmets shall 
be designed and constructed to provide 
adequate vision which is not distorted 
by the eyepieces. 

§ 84.200 Inhalation and exhalation 
valves; minimum requirements. 

(a) Inhalation and exhalation valves 
shall be provided where necessary and 
protected against distortion. 

(b) Inhalation valves shall be de-
signed and constructed to prevent ex-
cessive exhaled air from entering car-
tridges or adversely affecting canisters. 

(c) Exhalation valves shall be— 
(1) Protected against damage and ex-

ternal influence; and 
(2) Designed and constructed to pre-

vent inward leakage of contaminated 
air. 

§ 84.201 Head harnesses; minimum re-
quirements. 

(a)(1) Facepieces for chemical car-
tridge respirators other than single-use 
vinyl chloride shall be equipped with 
adjustable and replaceable head har-
nesses designed and constructed to pro-
vide adequate tension during use and 
an even distribution of pressure over 
the entire area in contact with the 
face. 

(2) Facepieces for single-use vinyl 
chloride respirators shall be equipped 
with adjustable head harnesses de-
signed and constructed to provide ade-
quate tension during use and an even 
distribution of pressure over the entire 
area in contact with the face. 
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(b) Mouthpieces shall be equipped 
where applicable, with an adjustable 
and replaceable harness designed and 
constructed to hold the mouthpiece in 
place. 

§ 84.202 Air velocity and noise levels; 
hoods and helmets; minimum re-
quirements. 

Noise levels generated by the res-
pirator will be measured inside the 
hood or helmet at maximum airflow 
obtainable and shall not exceed 80 dBA. 

§ 84.203 Breathing resistance test; min-
imum requirements. 

(a) Resistance to airflow will be 
measured in the facepiece, mouthpiece, 
hood, or helmet of a chemical cartridge 
respirator mounted on a test fixture 
with air flowing at a continuous rate of 
85 liters per minute, both before and 
after each test conducted in accordance 
with §§ 84.206 through 84.207. 

(b) The maximum allowable resist-
ance requirements for chemical car-
tridge respirators are as follows: 

MAXIMUM RESISTANCE 
[Millimeter water column height] 

Type of chemical-cartridge respirator 
Inhalation 

Exhalation 
Initial Final 1 

Other than single-use vinyl chloride respirators: 
For gases, vapors, or gases and vapors ........................................................ 40 45 20 
For gases, vapors, or gases and vapors, and particulates ............................ 50 70 20 

Single-use respirator with valves: 
For vinyl chloride ............................................................................................. 20 25 20 
For vinyl chloride and particulates .................................................................. 30 45 2 

Single-use respirator without valves: 
For vinyl chloride ............................................................................................. 15 20 (2) 
For vinyl chloride and particulates .................................................................. 25 40 (2) 

1 Measured at end of service life specified in Table 11 of this subpart. 
2 Same as inhalation. 

§ 84.204 Exhalation valve leakage test; 
minimum requirements. 

(a) Dry exhalation valves and valve 
seats will be subjected to a suction of 
25 mm. water-column height while in a 
normal operating position. 

(b) Leakage between the valve and 
valve seat shall not exceed 30 milli-
liters per minute. 

§ 84.205 Facepiece test; minimum re-
quirements. 

(a) The complete chemical cartridge 
respirator will be fitted to the faces of 
persons having varying facial shapes 
and sizes. 

(b) Where the applicant specifies a 
facepiece size or sizes for the respirator 
together with the approximate meas-
urement of faces they are designed to 
fit, the Institute will provide test sub-
jects to suit such facial measurements. 

(c) Any chemical cartridge respirator 
part which must be removed to perform 
the facepiece or mouthpiece fit test 
shall be replaceable without special 
tools and without disturbing facepiece 
or mouthpiece fit. 

(d) The facepiece or mouthpiece fit 
test using the positive or negative 
pressure recommended by the applicant 
and described in his instructions will 
be used before each test. 

(e)(1) Each wearer will enter a cham-
ber containing 100 p.p.m. isoamyl ace-
tate vapor for half-mask facepieces, 
and 1,000 p.p.m. for full facepieces, 
mouthpieces, hoods, and helmets. 

(2) The facepiece or mouthpiece may 
be adjusted, if necessary, in the test 
chamber before starting the test. 

(3) Each wearer will remain in the 
chamber for 8 minutes while per-
forming the following activities: 

(i) Two minutes, nodding and turning 
head; 

(ii) Two minutes, calisthenic arm 
movements; 

(iii) Two minutes, running in place; 
and 

(iv) Two minutes, pumping with a 
tire pump into a 28-liter (1 cubic-foot) 
container. 

(4) Each wearer shall not detect the 
odor of isoamyl-acetate vapor during 
the test. 
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§ 84.206 Particulate tests; respirators 
with filters; minimum require-
ments; general. 

(a) Three respirators with cartridges 
containing, or having attached to 
them, filters for protection against 
particulates will be tested in accord-
ance with the provisions of § 84.207. 

(b) In addition to the test require-
ments set forth in paragraph (a) of this 
section, three such respirators will be 
tested, as appropriate, in accordance 
with the provisions of §§ 84.179 through 
84.183; however, the maximum allow-
able resistance of complete particulate, 
and gas, vapor, or gas and vapor chem-
ical cartridge respirators shall not ex-
ceed the maximum allowable limits set 
forth in § 84.203. 

§ 84.207 Bench tests; gas and vapor 
tests; minimum requirements; gen-
eral. 

(a) Bench tests will be made on an 
apparatus that allows the test atmos-
phere at 50 ±5 percent relative humid-
ity and room temperature, approxi-
mately 25 °C, to enter the cartridges 
continuously at predetermined con-
centrations and rates of flow, and that 

has means for determining the test life 
of the cartridges. 

(b) Where two cartridges are used in 
parallel on a chemical cartridge res-
pirator, the bench test will be per-
formed with the cartridges arranged in 
parallel, and the test requirements will 
apply to the combination rather than 
to the individual cartridges. 

(c) Three cartridges or pairs of car-
tridges will be removed from con-
tainers and tested as received from the 
applicant. 

(d) Two air purifying cartridges or 
pairs of cartridges will be equilibrated 
at room temperature by passing 25 per-
cent relative humidity air through 
them at the flow rate of 25 liters per 
minute (l.p.m.) for 6 hours. 

(e) Two air purifying cartridges or 
pairs of cartridges will be equilibrated 
by passing 85 percent relative humidity 
air through them at the flow rate of 25 
l.p.m. 

(f) All cartridges will be resealed, 
kept in an upright position, at room 
temperatures, and tested within 18 
hours. 

(g) Cartridges will be tested and shall 
meet the minimum requirements set 
forth in Table 11 of this subpart. 

TABLES TO SUBPART L OF PART 84 

TABLES 9–10 [RESERVED] 

TABLE 11—CARTRIDGE BENCH TESTS AND REQUIREMENTS 
[42 CFR part 84, subpart L] 

Cartridge Test condition 

Test atmosphere 
Flowrate 
(l.p.m.) 

Number of 
tests 

Penetra-
tion 1 

(p.p.m.) 

Minimum 
life 2 (min.) Gas or vapor Concentra-

tion (p.p.m.) 

Ammonia ........... As received ....... NH3 1000 64 3 50 50 
Ammonia ........... Equilibrated ....... NH3 1000 32 4 50 50 
Chlorine ............. As received ....... Cl2 500 64 3 5 35 
Chlorine ............. Equilibrated ....... Cl2 500 32 4 5 35 
Hydrogen chlo-

ride.
As received ....... HCl 500 64 3 5 50 

Hydrogen chlo-
ride.

Equilibrated ....... HCl 500 32 4 5 50 

Methylamine ...... As received ....... CH3 NH2 1000 64 3 10 25 
Methylamine ...... Equilibrated ....... CH3 NH2 1000 32 4 10 25 
Organic vapors .. As received ....... CCl4 1000 64 3 5 50 
Organic vapors .. Equilibrated ....... CCl4 1000 32 4 5 50 
Sulfur dioxide ..... As received ....... SO2 500 64 3 5 30 
Sulfur dioxide ..... Equilibrated ....... SO2 500 32 4 5 30 

1 Minimum life will be determined at the indicated penetration. 
2 Where a respirator is designed for respiratory protection against more than one type of gas or vapor, as for use in ammonia 

and in chlorine, the minimum life shall be one-half that shown for each type of gas or vapor. Where a respirator is designed for 
respiratory protection against more than one gas of a type, as for use in chlorine and sulfur dioxide, the stated minimal life shall 
apply. 
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Subpart M [Reserved] 

Subpart N—Special Use 
Respirators 

§ 84.250 Vinyl chloride respirators; de-
scription. 

Vinyl chloride respirators, including 
all completely assembled respirators 
which are designed for use as res-
piratory protection during entry into 
and escape from vinyl chloride 
atmospheres containing adequate oxy-
gen to support life, are described ac-
cording to their construction as fol-
lows: 

(a) Front-mounted or back-mounted 
gas masks; 

(b) Chin-style gas masks; 
(c) Chemical-cartridge respirators; 
(d) Powered air-purifying respirators; 

and 
(e) Other devices, including combina-

tion respirators. 

§ 84.251 Required components. 
(a) Each vinyl chloride respirator de-

scribed in § 84.250 shall, where its de-
sign requires, contain the following 
component parts: 

(1) Facepiece; 
(2) Canister with end-of-service-life 

indicator; 
(3) Cartridge with end-of-service-life 

indicator; 
(4) Harness; 
(5) Attached blower; and 
(6) Breathing tube. 
(b) The components of each vinyl 

chloride respirator shall meet the min-
imum construction requirements set 
forth in Subpart G of this part. 

§ 84.252 Gas masks; requirements and 
tests. 

(a) Except for the tests prescribed in 
§ 84.126, the minimum requirements and 
performance tests for gas masks, pre-
scribed in Subpart I of this part, are 
applicable to vinyl chloride gas masks. 

(b) The following bench tests are ap-
plicable to canisters designed for use 
with gas masks for entry into and es-
cape from vinyl chloride atmospheres 
containing adequate oxygen to support 
life: 

(1) Four canisters will be equilibrated 
at 25 ±5 °C by passing 85 ±5 percent rel-

ative humidity air through them at 64 
liters per minute for six hours. 

(2) The equilibrated canisters will be 
resealed, kept in an upright position at 
room temperature, and tested accord-
ing to paragraph (b)(3) of this section 
within 18 hours. 

(3) The canisters equilibrated and 
stored as described in paragraphs (b) (1) 
and (2) of this section will be tested on 
an apparatus that allows the test at-
mosphere at 85 ±5 percent relative hu-
midity and 25 ±5 °C to enter the can-
ister continuously at a concentration 
of 25 ppm vinyl chloride monomer at a 
total flow rate of 64 liters per minute. 

(4) The maximum allowable penetra-
tion after six hours of testing accord-
ing to paragraph (b)(3) of this section 
shall not exceed 1 ppm vinyl chloride. 

(c) Where canisters are submitted for 
testing and approval with a service life 
of more than four hours, the period of 
time for testing for vinyl chloride pen-
etration will be performed at 150% of 
the service life specified in the manu-
facturer’s application. (Example: If a 
manufacturer requests approval of a 
respirator for six hours use against ex-
posure to vinyl chloride, the maximum 
allowable penetration after nine hours 
of testing shall not exceed 1 ppm vinyl 
chloride.) 

§ 84.253 Chemical-cartridge res-
pirators; requirements and tests. 

(a) Except for the tests prescribed in 
§§ 84.206 and 84.207, the minimum re-
quirements and performance tests for 
chemical-cartridge respirators pre-
scribed in Subpart L of this part are 
applicable to replaceable-cartridge and 
single-use vinyl chloride chemical-car-
tridge respirators. 

(b) The following bench tests are ap-
plicable to cartridges designed for use 
with chemical-cartridge respirators for 
entry into and escape from vinyl chlo-
ride atmospheres containing adequate 
oxygen to support life: 

(1) Where two cartridges are used in 
parallel on a chemical-cartridge res-
pirator, the bench test requirements 
will apply to the combination rather 
than the individual cartridges. 

(2) Four cartridges or pairs of car-
tridges will be equilibrated at 25 ±5 °C 
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by passing 85 ±5 percent relative hu-
midity air through them at 25 liters 
per minute for six hours. 

(3) The equilibrated cartridges will be 
resealed, kept in an upright position, 
at room temperature, and tested ac-
cording to paragraphs (b)(4) and (b)(5) 
of this section for other than single-use 
respirators or according to paragraphs 
(b)(6) and (b)(7) of this section for sin-
gle-use respirators within 18 hours. 

(4) The cartridges or pairs of car-
tridges for other than single-use res-
pirators, equilibrated and stored as de-
scribed in paragraphs (b)(1), (b)(2), and 
(b)(3) of this section, will be tested on 
an apparatus that allows the test at-
mosphere at 85 ±5 percent relative hu-
midity and 25 ±5 °C, to enter the car-
tridges or pairs of cartridges continu-
ously at a concentration of 10 ppm 
vinyl chloride monomer at a total 
flowrate of 64 liters per minute. 

(5) The maximum allowable penetra-
tion after 90 minutes testing of car-
tridges or pairs of cartridges for other 
than single-use respirators, according 
to paragraph (b)(4) of this section shall 
not exceed 1 ppm vinyl chloride. 

(6) The single-use respirators, equili-
brated and stored as described in para-
graphs (b)(2) and (b)(3) of this section, 
will be tested on an apparatus that al-
lows a test atmosphere at 85 ±5 percent 
relative humidity and 25 ±5 °C to be cy-
cled through the respirator by a 
breathing machine at a concentration 
of 10 ppm vinyl chloride monomer at 
the rate of 24 respirations per minute 
at a minute volume of 40 ±0.6 liters. Air 
exhaled through the respirator will be 
35 ±2 °C with 94 ±3 percent relative hu-
midity. 

(7) The maximum allowable penetra-
tion after 144 minutes testing of res-
pirators, according to paragraph (b)(6) 
of this section, shall not exceed 1 ppm 
vinyl chloride. 

§ 84.254 Powered air-purifying res-
pirators; requirements and tests. 

(a) Except for the tests prescribed in 
§ 84.207, the minimum requirements and 
performance tests for powered air-puri-
fying respirators prescribed in subpart 
L of this part are applicable to vinyl 
chloride powered air-purifying res-
pirators. 

(b) The following bench tests are ap-
plicable to cartridges designed for use 
with powered air-purifying respirators 
for entry into and escape from vinyl 
chloride atmospheres containing ade-
quate oxygen to support life: 

(1) Four cartridges will be equili-
brated at 25 ±°C by passing 85 ±5 per-
cent relative humidity air through 
them at 115 liters per minute for tight- 
fitting facepieces and 170 liters per 
minute for loose-fitting hoods and hel-
mets, for six hours. 

(2) The equilibrated cartridges will be 
resealed, kept in an upright position at 
room temperature and tested according 
to paragraph (b)(3) of this section with-
in 18 hours. 

(3) The cartridges equilibrated and 
stored as described in paragraphs (b) (1) 
and (2) of this section will be tested on 
an apparatus that allows the test at-
mosphere at 85 ±5 percent relative hu-
midity and 25 ±5 °C to enter the car-
tridge continuously at a concentration 
of 25 ppm vinyl chloride monomer at a 
total flow rate of 115 liters per minute 
for tight-fitting facepieces and 170 li-
ters per minute for loose-fitting hoods 
and helmets. 

(4) The maximum allowable penetra-
tion after six hours of testing accord-
ing to paragraph (b)(3) of this section 
shall not exceed 1 ppm vinyl chloride. 

§ 84.255 Requirements for end-of-serv-
ice-life indicator. 

(a) Each canister or cartridge sub-
mitted for testing and approval in ac-
cordance with §§ 84.252, 84.253, and 84.254 
shall be equipped with a canister or 
cartridge end-of-service-life indicator 
which shows a satisfactory indicator 
change or other obvious warning before 
1 ppm vinyl chloride penetration oc-
curs. The indicator shall show such 
change or afford such warning at 80 ±10 
percent of the total service life to 1 
ppm leakage, as determined by con-
tinuing each test described in 
§§ 84.252(b), 84.253(b), and 84.254(b) until 
a 1 ppm leakage of vinyl chloride oc-
curs. 

(b) The applicant shall provide suffi-
cient pretest data to verify the per-
formance of the end-of-service-life indi-
cator required in paragraph (a) of this 
section. 
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§ 84.256 Quality control requirements. 
(a) In addition to the construction 

and performance requirements speci-
fied in §§ 84.251, 84.252, 84.253, 84.254, and 
84.255, the quality control requirements 
in paragraphs (b), (c), and (d) of this 
section apply to approval of gas masks, 
chemical cartridge respirators, and 
powered air-purifying respirators for 
entry into and escape from vinyl chlo-
ride atmospheres containing adequate 
oxygen to support life. 

(b) The respirators submitted for ap-
proval as described in paragraph (a) of 
this section shall be accompanied by a 
complete quality control plan meeting 
the requirements of subpart E of this 
part. 

(c)(1) The applicant shall specify in 
the plan that a sufficient number of 
samples will be drawn from each bulk 
container of sorbent material and that 
where activated carbon is used, the fol-
lowing specific tests will be performed: 

(i) Apparent density; 
(ii) Iodine number; 
(iii) Moisture content; 
(iv) Carbon tetrachloride number; 

and 
(v) Mesh size. 
(2) The tests in paragraph (c)(1) of 

this section shall be performed in a 
quantity necessary to assure continued 
satisfactory conformance of the can-
isters and cartridges to the require-
ments of this subpart. 

(d) Final performance quality control 
tests on the complete canisters and 
cartridges shall be accomplished using 
the bench tests and procedures pre-
scribed in §§ 84.252, 84.253, 84.254, and 
84.255. 

§ 84.257 Labeling requirements. 
(a) A warning shall be placed on the 

label of each gas mask, chemical-car-
tridge respirator, and powered air-puri-
fying respirator, and on the label of 
each canister and cartridge, alerting 
the wearer to the need for a fitting test 
in accordance with the manufacturer’s 
facepiece fitting instructions, pro-
viding service life information, pro-
viding specific instructions for dis-
posal, and advising that the wearer 
may communicate to NIOSH any dif-
ficulties that may be experienced in 
the design and performance of any gas 
mask, chemical-cartridge respirator, or 

powered air-purifying respirator ap-
proved under the requirements of this 
subpart. The service lives of respirators 
meeting the test requirements of this 
subpart shall be specified as follows: 

Chemical-cartridge respirator .............1 hour. 
Gas mask............................................4 hours. 
Powered air-purifying respirator .......4 hours. 

(b) Where the service life of a res-
pirator is approved for more than four 
hours, the service life for which the 
respirator has been approved will be 
specified. 

Subpart O—Closed-Circuit Escape 
Respirators 

SOURCE: 77 FR 14193, Mar. 8, 2012, unless 
otherwise noted. 

§ 84.300 Closed-circuit escape res-
pirator; description. 

The closed-circuit escape respirator 
(CCER), technically a subset of self- 
contained breathing apparatus (SCBAs) 
which are otherwise covered under sub-
part H of this part, is used in certain 
industrial and other work settings in 
emergencies to enable users to escape 
from atmospheres that can be imme-
diately dangerous to life and health. 
Known in the mining community as 
self-contained self-rescuers (SCSRs), 
and in other industries as emergency 
escape breathing devices (EEBDs) or 
apparatus (EEBAs), CCERs are relied 
upon primarily by underground coal 
miners, sailors in federal service, and 
railroad workers to escape dangerous 
atmospheres after a fire, explosion, or 
chemical release. CCERs are commonly 
worn on workers’ belts or stored in 
close proximity to be accessible in an 
emergency. They are relatively small 
respirators, typically the size of a 
water canteen, that employ either 
compressed oxygen with a chemical 
system for removing exhaled carbon di-
oxide from the breathing circuit, or a 
chemical that both provides a source of 
oxygen and removes exhaled carbon di-
oxide. Users re-breathe their exha-
lations after the oxygen and carbon di-
oxide levels have been restored to suit-
able levels, which distinguishes these 
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‘‘closed-circuit’’ self-contained res-
pirators from ‘‘open-circuit’’ self-con-
tained respirators, which vent each ex-
halation. 

§ 84.301 Applicability to new and pre-
viously approved CCERs. 

(a) The continued manufacturing, la-
beling, and sale of CCERs previously 
approved under subpart H is authorized 
for units intended to be used in mining 
applications with durations com-
parable to Cap 1 (all CCERs with a 
rated service time ≤20 minutes), and 
units intended to be used in mining and 
non-mining applications with dura-
tions comparable to Cap 3 (all CCERs 
with a rated service time ≥50 minutes), 
until 1 year after the date of the first 
NIOSH approval of a respirator model 
under each respective category speci-
fied. 

(b) Any manufacturer-requested 
modification to a device approved 
under the former subpart H standard 
must comply with the former subpart 
H standard and address an identified 
worker safety or health concern to be 
granted an extension of the NIOSH ap-
proval. Major modifications to the con-
figuration that will result in a new ap-
proval number must meet and be issued 
approvals under the requirements of 
this subpart O. 

(c) This subpart O applies to all 
CCERs submitted to NIOSH for a cer-
tificate of approval after April 9, 2012. 

[80 FR 48272, Aug. 12, 2015] 

§ 84.302 Required components, at-
tributes, and instructions. 

(a) Each CCER must include compo-
nents and/or attributes appropriate to 
its design, as follows: 

(1) Eye protection: Each CCER must 
include safety goggles or an escape 
hood lens that protects against impact, 
fogging, and permeation by gas, vapor, 
and smoke, as specified under 
§ 84.308(c); 

(2) Thermal exposure indicators: If 
the manufacturer specifies a maximum 
and/or minimum environmental tem-
perature limit for storage of the CCER, 
then the CCER must include a compo-
nent, an attribute, or other means by 
which a person can determine whether 
the CCER has been exposed to tempera-
tures that exceed the limit(s); 

(3) Chemical bed physical integrity 
indicators: If the CCER includes a 
chemical oxygen storage or chemical 
carbon dioxide scrubber that can be 
functionally damaged by impact, vibra-
tion, or any other environmental fac-
tor to which the CCER might be ex-
posed, then the CCER must include a 
component, an attribute, or other 
means by which a person can detect 
any damage or alteration of the chem-
ical oxygen storage or chemical carbon 
dioxide scrubber that could diminish 
the NIOSH-certified performance of the 
CCER, as tested under this subpart; 

(4) Oxygen storage vessel: If the 
CCER includes an oxygen storage ves-
sel, the vessel must be approved by the 
U.S. Department of Transportation 
(DOT) under 49 CFR part 107, ‘‘Haz-
ardous Materials Program Proce-
dures,’’ unless exempted under subpart 
B of 49 CFR part 107; 

(5) Tamper-resistant/tamper-evident 
casing: If the CCER is not designed for 
its casing to be opened prior to use for 
an actual escape (e.g., for maintenance, 
escape drills, or inspection of the com-
ponents), the casing must include a 
component, an attribute, or other 
means to prevent a person from acci-
dentally opening the casing and, upon 
such opening, to either prevent the cas-
ing from being closed or to clearly in-
dicate to a potential user that the cas-
ing has been previously opened; and 

(6) Moisture damage indicators: If the 
CCER is not designed for its casing to 
be opened for inspection of its internal 
components, the casing must include a 
component, an attribute, or other 
means by which a person can detect 
any ingress of water or water vapor 
that could diminish the NIOSH-cer-
tified performance, as tested under this 
subpart. 

(7) Oxygen starter indicators: If the 
oxygen starter is a critical component 
of the CCER design, then the CCER 
must include a component, an at-
tribute, or other means by which a per-
son can detect observable damage, pre-
mature activation, or recognized po-
tential defect of the starter. 

(b) Where an indicator is required, 
the indication of the occurrence of the 
monitored condition must be clear and 
unambiguous: It must not depend on a 
subjective interpretation of subtle, 
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graduated, or other non-discrete 
changes to the indicator. 

(c) Where an indicator is required, 
the manufacturer shall provide NIOSH 
with an explanation of its function and 
operation, and shall provide relevant 
data and equipment to allow NIOSH to 
conduct a thorough evaluation of its 
accuracy and reliability. 

(d) The components of each CCER 
must meet the general construction re-
quirements specified in § 84.61. 

(e) The CCER must be resistant to 
the permeation of the breathing circuit 
by gasoline vapors. To verify such re-
sistance, NIOSH will test one unit by 
applying the gasoline vapor perme-
ation test specified on the NIOSH Web 
site at http://www.cdc.gov/niosh/npptl, 
using a breathing machine applying a 
ventilation rate of 40 liters per minute, 
performing the test for the longest du-
ration achieved by any of the units 
that underwent the capacity testing 
specified under § 84.304. 

(f) Exposed parts of the CCER must 
not be composed of metals or other ma-
terials that could, upon impact, create 
frictional sparks or that could store or 
generate static electrical charges of 
sufficient energy to ignite flammable 
gaseous mixtures. 

(g) The design, construction, or ma-
terials of the CCER must not con-
stitute a hazard to the user as a result 
of the wearing, inspection, or use of the 
CCER. 

(h) CCER instructions and a service 
life plan must be provided to pur-
chasers. This document must be clearly 
written. 

(1) Instructions must address the fol-
lowing topics and elements: 

(i) An explanation of how the CCER 
works; 

(ii) A schematic diagram of the 
CCER; 

(iii) Procedures for donning and use; 
(iv) Procedures for inspecting the op-

erating condition of the CCER; 
(v) Procedures and conditions for 

storage, including but not limited to 
any recommended minimum and max-
imum temperatures for storage; 

(vi) Limitations on use, including but 
not limited to any recommended min-
imum and maximum temperatures for 
use; 

(vii) Procedures for disposal; and 

(viii) Procedures for registration of 
the unit with NIOSH, pursuant to 
§ 84.311. 

(2) The service life must be addressed 
covering at least the following topics: 

(i) The maximum number of years, 
from the date of manufacture, that the 
unit may remain available for use; this 
limit is intended to prevent the contin-
ued use of a unit that the applicant 
cannot assure would continue to per-
form as approved by NIOSH, due to rea-
sonably foreseeable degradation of ma-
terials used in its construction; 

(ii) Any other conditions, other than 
that specified under paragraph (h)(2)(i) 
of this section, that should govern the 
removal from service of the CCER (in-
cluding an indication given by the acti-
vation or operation of any required in-
dicator showing the monitored condi-
tion has occurred); and 

(iii) Any procedures by which a user 
or others should inspect the CCER, per-
form any maintenance possible and 
necessary, and determine when the 
CCER should be removed from service. 

(i) Each individual CCER unit ap-
proval label shall identify the capacity 
rating and number of liters of oxygen 
as determined by the capacity testing, 
pursuant to § 84.304. 

§ 84.303 General testing conditions and 
requirements. 

(a) NIOSH will conduct capacity and 
performance tests on the CCER using a 
breathing and metabolic simulator to 
provide quantitative evaluations and 
human subjects on a treadmill to pro-
vide qualitative evaluations. Informa-
tion on the design and operation of the 
simulator is available from the NIOSH 
Web site at http://www.cdc.gov/niosh/ 
npptl. Technical specifications can be 
obtained from NIOSH by contacting 
the National Personal Protective Tech-
nology Laboratory (NPPTL) by mail: 
P.O. Box 18070, 626 Cochrans Mill Road, 
Pittsburgh, PA 15236. Telephone: 412– 
386–4000 (this is not a toll-free number). 
Email: npptl@cdc.gov. 

(b) Capacity, performance, and 
wearability tests will continuously 
monitor the stressors listed in Table 1. 
The stressors and their respective ac-
ceptable ranges will be measured at the 
interface between the CCER and the 
mouth by instruments capable of 
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breath-by-breath measurement. 
Stressor measurements will be evalu-
ated as 1-minute averages. The oper-
ating averages of each stressor will be 
calculated upon the completion of each 
test as the average of the 1-minute 

measurements of the stressor recorded 
during the test. The level of any excur-
sion for a stressor occurring during a 
test will be defined by the 1-minute av-
erage value(s) of the excursion(s). 

TABLE 1—MONITORED STRESSORS AND THEIR ACCEPTABLE RANGES 

Stressor Acceptable range operating average Acceptable range excursion 

Average inhaled CO2 ................................... <1.5% .......................................................... ≤4%. 
Average inhaled O2 ..................................... >19.5% ........................................................ ≥15%. 
Peak Breathing Pressures ........................... DP ≤200 mm H2O ....................................... ¥300 ≤DP ≤200 mm H2O. 
Wet-bulb temperature1 ................................ <43 °C ......................................................... ≤50 °C. 

1 Wet-bulb temperature is a measurement of the temperature of a wet surface. It represents the temperature of the inhaled 
breathing gas in the CCER user’s trachea. 

(c) Capacity and performance tests 
will conclude when the stored breath-
ing gas supply has been fully expended. 

(d) NIOSH will determine a CCER to 
have failed a capacity, performance, or 
wearability test if any of the following 
occurs: 

(1) A 1-minute average measurement 
of any stressor listed in Table 1 occurs 
outside the acceptable excursion range 
specified in Table 1; or an average 
stressor measurement calculated at the 
completion of a performance or capac-
ity test exceeds the acceptable oper-
ating average range specified in Table 
1; or 

(2) A human subject cannot complete 
the test for any reason related to the 
CCER, as determined by NIOSH. 

(e) Unless otherwise stated, tests re-
quired under this subpart will be con-
ducted at the following ambient condi-
tions: 

(1) Ambient temperatures of 23 °C ±3 
°C; and 

(2) Atmospheric pressures of 735 mm 
Hg ±15 mm Hg. 

§ 84.304 Capacity test requirements. 
(a) NIOSH will conduct the capacity 

test on a total of 8 to 10 of the units 
submitted for approval, as follows: 

(1) Three units will be tested on a 
breathing and metabolic simulator in 
the condition in which they are re-
ceived from the applicant; 

(2) Two units will be tested on a 
breathing and metabolic simulator 
after being subjected to the environ-
mental treatments specified in § 84.307 
of this subpart; 

(3) Two units will be tested on a 
breathing and metabolic simulator at 
the cold-temperature limit rec-
ommended by the manufacturer under 
§ 84.302(h)(1), after the unit has been 
stored for a minimum of 24 hours at 
this limit; and 

(4) One unit, in the condition in 
which it is received from the applicant, 
will be tested by a human subject on a 
treadmill. 

(5) To approve a CCER for use in coal 
mines, two units will also be tested by 
a human subject under the specifica-
tions of §§ 84.99 and 84.100 that are ap-
plicable to man test 4. 

(b) The capacity test will begin upon 
the first inhalation from or exhalation 
into the unit. 

(c) Each unit will be tested at a con-
stant work rate, depending on the ca-
pacity value specified by the manufac-
turer, according to the requirements 
specified in Table 2. All volumes are 
given at standard temperature (0 C) 
and pressure (760 mm Hg), dry, unless 
otherwise noted. 

(d) NIOSH will rate an approved 
CCER using the appropriate capacity 
rating, as specified in Table 2. 

TABLE 2—CAPACITY TEST REQUIREMENTS 

Capacity rating Capacity 
(L of O2) 

VO2 
(L/min) 

VCO2 
(L/min) 

Ve 
(L/min) 

RF 
(Breaths/ 

min) 

Cap 1 ........................................... 20 ≤L ≤59 ................................... 2.50 2.50 55 22 
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TABLE 2—CAPACITY TEST REQUIREMENTS—Continued 

Capacity rating Capacity 
(L of O2) 

VO2 
(L/min) 

VCO2 
(L/min) 

Ve 
(L/min) 

RF 
(Breaths/ 

min) 

Cap 2 ........................................... 60 ≤L ≤79 ................................... 2.00 1.80 44 20 
Cap 3 ........................................... L ≥80 ........................................... 1.35 1.15 30 18 

VO2 = volume of oxygen consumed per minute; VCO 2 = volume of carbon dioxide produced per minute. 
Ve = ventilation rate in liters of air per minute; RF = respiratory frequency. 

(e) NIOSH will document the least 
value achieved by the seven units test-
ed using the breathing and metabolic 
simulator. NIOSH will quantify this 
value of achieved capacity within an 
increment of 5 liters, rounding inter-
mediate values to the nearest lower 5- 
liter increment. 

§ 84.305 Performance test require-
ments. 

(a) NIOSH will conduct the perform-
ance test on a total of six of the units 
submitted for approval, as follows: 

(1) Three units will be tested on a 
breathing and metabolic simulator in 
the condition in which they were re-
ceived from the applicant; and 

(2) Two units will be tested on a 
breathing and metabolic simulator 
after being subjected to the environ-
mental treatments specified in § 84.307; 
and 

(3) One unit will be tested, in the con-
dition in which it was received from 
the applicant, by a human subject on a 
treadmill. 

(b) Except as provided under para-
graph (c) of this section, the perform-
ance test will apply a repeating cycle 
of work rates, according to the se-
quence and requirements specified in 

Table 3, until the oxygen supply of the 
unit is exhausted. 

(c) Testing of CCERs with less than 
50 liters of capacity, as determined by 
the capacity testing under § 84.304, will 
require the submission of additional 
test units to fully apply the work-rate 
test sequence and requirements speci-
fied in Table 3. The testing of each in-
dividual unit will complete the cycle 
specified in Table 3 until the breathing 
supply of the initial test unit is ex-
hausted. This initial test unit will then 
be replaced by a second unit, which 
will continue the test cycle, beginning 
at the work rate in the cycle at which 
the initial unit was exhausted, and 
completing the full period specified in 
Table 3 for that work rate before pro-
ceeding to the subsequent work rate, if 
any, specified in Table 3. Each initial 
testing unit will be replaced as many 
times as necessary to complete the 
cycle, not to exceed two replacement 
units per initial test unit. 

(d) The performance test will begin 
with two exhalations into the unit at 
the specified ventilation rate and then 
follow the manufacturer’s instructions 
to determine the design’s susceptibility 
to hypoxia upon initial donning. 

TABLE 3—PERFORMANCE TEST REQUIREMENTS 

Work-rate 
test sequence 

Duration per 
cycle (in 
minutes) 

VO2 (L/min) VCO2 (L/ 
min) Ve (L/min) RF (breaths/ 

min) 

1. Peak .......................................................................... 5 3.00 3.20 65.0 25 
2. High ........................................................................... 15 2.00 1.80 44.0 20 
3. Low ............................................................................ 10 0.50 0.40 20.0 12 

VO2 = volume of oxygen consumed per minute; VCO2 = volume of carbon dioxide produced per minute. 
Ve = ventilation rate in liters of air per minute; RF = respiratory frequency. 

§ 84.306 Wearability test requirements. 

(a) NIOSH will conduct the 
wearability test on a total of three of 
the units submitted for approval. Three 
human subjects (two males and one fe-

male), one subject per unit, will con-
duct the test. The three subjects will 
range in height and weight as follows: 
One subject of height ≥174 cm and 
weight ≥90 kg; one subject of either 163 
cm ≤height <174 cm, regardless of 
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1 This time limit does not apply to any ad-
ditional steps that might be required after 

the lungs are protected to adjust the unit for 
wear. 

weight, or 72 kg ≥weight <90 kg, regard-
less of height; and one subject of height 
<163 cm and weight <72 kg. All units 
tested must meet all conditions speci-
fied in this section to receive approval. 

(b) NIOSH will evaluate the ease and 
speed with which users can don the 
CCER, as follows: 

(1) Each test subject will be provided 
with manufacturer instructions, and 
must be able to don the CCER cor-
rectly, isolating the lungs within 30 
seconds; 1 and 

(2) A CCER must not include any de-
sign, construction, or material char-
acteristic that can be anticipated or 
demonstrated, under plausible condi-

tions, to hinder the user in the correct 
and timely donning of the CCER. 

(c) NIOSH will continuously monitor 
CCER use by each test subject during 
the activities specified in Table 4 to 
evaluate the ability of the CCER to 
provide an adequate and uninterrupted 
breathing supply, including but not 
limited to the requirements of 
§ 84.303(b), without harming or hin-
dering a user. NIOSH will not approve 
a CCER if the use of any unit during 
these activities indicates any potential 
for the CCER to harm or hinder the 
user or to fail to provide an adequate 
and uninterrupted breathing supply to 
the user during reasonably anticipated 
conditions and activities of an escape. 

TABLE 4—WEARABILITY TEST REQUIREMENTS 

Activity Minimum duration 

Sitting ................................................................................................................... 1 minute. 
Stooped walking .................................................................................................. 1 minute. 
Crawling ............................................................................................................... 1 minute. 
Lying on left side ................................................................................................. 1 minute. 
Lying on right side ............................................................................................... 1 minute. 
Lying on back ...................................................................................................... 1 minute. 
Bending over to touch toes ................................................................................. 1 minute. 
Turning head from side to side ........................................................................... 1 minute (at least 10 times). 
Nodding head up and down ................................................................................ 1 minute (at least 10 times). 
Climbing steps or a laddermill ............................................................................. 1 minute (1 step/second). 
Carrying 50-lb bag on treadmill at 5 kph ............................................................ 1 minute. 
Lifting 20-lb weight from floor to an upright position ........................................... 1 minute (at least 10 times). 
Running on treadmill at 10 kph ........................................................................... 1 minute. 

§ 84.307 Environmental treatments. 

(a) Four units submitted for approval 
will be tested for capacity and perform-
ance, pursuant to the requirements of 
§§ 84.303 through 84.305, after exposure 
to environmental treatments simu-
lating extreme storage temperatures, 
shock, and vibration. 

(b) The units will be stored for 16 
hours at a temperature of ¥45 °C and 
for 48 hours at a temperature of 71 °C. 
Units will be returned to room tem-
perature between high and low tem-
perature treatments. The maximum 
rate of change for thermal loading 
shall not exceed 3 °C per minute and 
constant temperatures shall be main-
tained within ±2 °C. 

(c) The units, in the casing in which 
they are deployed for individual use, 

will be subjected to physical shock ac-
cording to the following procedure: 

(1) The unit will be dropped six times 
from a height of 1 meter onto a con-
crete surface; and 

(2) Each drop will test a different ori-
entation of the unit, with two drops 
along each of its three major axes (top 
to bottom, left to right, and front to 
back). 

(d) The units will be subjected to vi-
bration according to the following pro-
cedure: 

(1) The unit will be firmly secured to 
a shaker table, which will be vibrated 
with motion applied along a single axis 
for 180 minutes; 

(2) The unit will be vibrated one axis 
at a time along each of three axes for 
a total of 9 hours; and 
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(3) The vibration frequency regimen 
applied to each axis will be cyclical, re-
peating the sequence and specifications 
provided in Table 5 every 20 minutes. 

TABLE 5—VIBRATION TEST SEQUENCE 

Sequence Frequency 
(Hertz) 

Acceleration 
g (±peak) 

1 ................................................. 5–92 2.5 
2 ................................................. 92–500 3.5 
3 ................................................. 500–2000 1.5 

§ 84.308 Additional testing. 
(a) NIOSH will conduct additional 

tests, as indicated below, on one or 
more of the units submitted for ap-
proval. Each unit tested must meet the 
conditions specified in these tests for 
the CCER to receive approval. 

(b) NIOSH will perform safety hazard 
tests on any CCER that stores more 
than 200 liters of oxygen or that stores 
compressed oxygen at pressures ex-
ceeding 3,000 psi. The applicant must 
submit 15 units in addition to the 21–23 
units required for testing under §§ 84.304 
through 84.307. These units will be eval-
uated for fire and explosion hazards 
using the tests specified in RI 9333, 
pages 4–18; RI 8890, pages 6–62; and PRC 
Report No. 4294, pages 18–62. 

(c) NIOSH will perform the following 
tests on the eye protection (gas-tight 
goggles or escape hood lens) of one or 
more units of every CCER submitted 
for approval: 

(1) NIOSH will test the effectiveness 
of the eye protection against dust 
using the method specified in ISO 4855– 
1981(E) Clause 13, Test for protection 
against dust. The result will be satis-
factory if the reflectance after the test 
is equal to or greater than 80 percent of 
its value before testing. 

(2) NIOSH will test the effectiveness 
of the eye protection against gas using 
the method specified in ISO 4855– 
1981(E), Clause 14, Test for protection 
against gas. The test must not result in 
staining of the area enclosed by the eye 
protection. 

(3) NIOSH will test the durability of 
the eye protection using the method 
specified in International Standard ISO 
4855–1981(E), Sub-clause 3.1, Unmounted 
oculars. The lens shall not crack or 
fracture as a result of the test. 

(4) NIOSH will test the eye protec-
tion’s resistance to fogging in accord-

ance with the method specified in BS 
EN 168:2002, Clause 16, Test for resist-
ance to fogging of oculars. The lens 
shall remain free from fogging for a 
minimum of 8 seconds, pursuant to 
Clause 16. 

(d) The standards required in this 
section are incorporated by reference 
into this section with the approval of 
the Director of the Federal Register 
under 5 U.S.C. 552(a) and 1 CFR Part 51. 
All approved material is available for 
inspection at NIOSH, National Per-
sonal Protection Technology Labora-
tory (NPPTL), Bruceton Research Cen-
ter, 626 Cochrans Mill Road, Pitts-
burgh, PA 15236. To arrange for an in-
spection at NIOSH, call 412–386–6111. 
Copies are also available for inspection 
at the National Archives and Records 
Administration (NARA). For informa-
tion on the availability of this mate-
rial at NARA, call 202–741–6030 or go to 
http://www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(1) British Standards Institute, 389 
Chiswick High Road, London W4 4AL, 
UK, http://www.bsigroup.com/en/Stand-
ards-and-Publications: 

(i) BS EN 168:2002, Personal Eye Pro-
tectors—Non-Optical Test Methods, 
November 2001. 

(ii) [Reserved] 
(2) International Organization for 

Standardization, 1, ch. de la Voie- 
Creuse, Case postale 56, CH–1211 Geneva 
20, Switzerland, http://www.iso.org/iso/ 
store.htm: 

(i) ISO 4855–1981(E), Personal Eye 
Protectors—Non-Optical Test Methods, 
First edition April 1, 1981. 

(ii) [Reserved] 
(3) U.S. Department of the Interior, 

Bureau of Mines, 2401 E Street, NW., 
MS #9800, Washington, DC 20241–0001. 
These reports are also available from 
NIOSH upon request 1–800–CDC–INFO 
(232–4636). 

(i) Pittsburgh Research Center (PRC) 
Report No. 4294, Evaluation of the 
Safety of One-Hour Chemical Self Res-
cuers, July 1980; 

(ii) Report of Investigations (RI) 8890, 
Evaluation of the Safety of One-Hour 
Compressed Oxygen Self-Rescuers—Re-
sults of Destructive Testing, 1984; 
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(iii) RI 9333 Evaluation of the Safety 
of the CSE SR–100 Self-Contained Self- 
Rescuer, 1991. 

§ 84.309 Additional testing and re-
quirements for dockable CCERs. 

(a) NIOSH will conduct additional 
testing of the CCERs that are designed 
to allow the user to resupply the oxy-
gen source and the carbon dioxide 
scrubber while using the respirator 
during an escape. 

(1) NIOSH will test the docking 
mechanism and procedure to ensure 
that they maintain the integrity of the 
breathing circuit (against the intake of 
hazardous fumes or gases) and the con-
tinuity of the breathing gas supply 
throughout the docking process. 

(2) NIOSH will test the docking 
mechanism and procedure to ensure 
that users can employ the docking 
process reliably, safely, and quickly 
under escape conditions. 

(b) NIOSH will designate CCERs that 
pass the tests specified in this section 
as ‘‘Dockable.’’ 

(c) NIOSH will assign the capacity 
rating to the dockable CCER, as speci-
fied under § 84.304(d), by conducting the 
capacity testing using only the breath-
ing gas supply included for the initial 
use of the wearable apparatus. 

(d) NIOSH will test the supplemental 
capacities of all breathing gas resupply 
units produced by the manufacturer for 
use with the dockable CCER. Such 
tests will follow procedures consistent 
with those specified under § 84.304, in-
cluding the rating requirements in 
§ 84.304(d). The manufacturer must 
label the breathing gas resupply unit 
to indicate its capacity as tested by 
NIOSH and its compatibility with the 
CCER for which it is designed. 

(e) NIOSH may require the applicant 
to provide additional units of the CCER 
and breathing gas resupply units to 
conduct the testing specified in this 
section. 

(f) NIOSH will not approve a CCER 
with docking components, with or 
without the ‘‘Dockable’’ NIOSH des-
ignation, unless it satisfies the testing 
and other requirements of this section. 

§ 84.310 Post-approval testing. 

(a) NIOSH will periodically test the 
capacity and performance of units of 
approved CCERs. 

(b) NIOSH may test units that are 
new and/or units that have been de-
ployed in the field and have remaining 
service life. 

(c) NIOSH will conduct such testing 
pursuant to the methods specified in 
§§ 84.303 through 84.305, except as pro-
vided under paragraph (d) of this sec-
tion. 

(d) The numbers of units of an ap-
proved CCER to be tested under this 
section may exceed the numbers of 
units specified for testing in §§ 84.304 
and 84.305. 

(e) Failure of a unit to meet the ca-
pacity and performance requirements 
of this section may result in revocation 
of the approval for the CCER or in re-
quirements for specific remedial ac-
tions to address the cause or causes of 
the failure. 

(f) NIOSH will replace deployed units 
obtained for testing with new NIOSH- 
approved units of the same or similar 
design, at no cost to the employer. 

(g) To maintain the approved status 
of a CCER, an applicant must make 
available for purchase by NIOSH, with-
in 3 months of a NIOSH purchase re-
quest, the number of units requested 
by the Institute. Within any 12-month 
period, NIOSH will not request to pur-
chase more than 100 units for post-ap-
proval testing. 

§ 84.311 Registration of CCER units 
upon purchase. 

(a) The user instructions will include 
a copy of procedures for registering the 
units with NIOSH. The applicant can 
obtain a copy of these procedures from 
the NIOSH web page: http:// 
www.cdc.gov/niosh/npptl. 

(b) The applicant shall notify in writ-
ing each purchaser of the purpose of 
registering a unit with NIOSH, as spec-
ified under paragraph (c) of this sec-
tion. If the purchaser is a distributor of 
the CCER, the applicant must request 
in writing that the distributor volun-
tarily notify in writing each of its pur-
chasers of the purpose of registering a 
unit with NIOSH, as specified under 
paragraph (c) of this section. 
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(c) ‘‘The National Institute for Occu-
pational Safety and Health (NIOSH) re-
quests, but does not require, that pur-
chasers of this respirator register each 
unit with NIOSH. Registration will en-
able NIOSH, which approved this model 
of respirator, to attempt to notify you 
if a problem is discovered that might 
affect the safety or performance of this 
respirator. Registration will also assist 
NIOSH in locating deployed units to 
periodically evaluate whether this res-
pirator model is remaining effective 
under field conditions of storage and 
use.’’ 

Subparts P–JJ [Reserved] 

Subpart KK—Dust, Fume, and Mist; 
Pesticide; Paint Spray; Pow-
ered Air-Purifying High Effi-
ciency Respirators and Com-
bination Gas Masks 

§ 84.1100 Scope and effective dates. 
The purpose of this subpart KK is to 

establish procedures and requirements 
for issuing extensions of approval of 
particulate respirators certified prior 
to July 10, 1995 under the provisions of 
30 CFR part 11 (See 30 CFR part 11 edi-
tion, as revised July 1, 1994.), new ap-
provals and extensions of approval of 
particulate respirators for applications 
that are in NIOSH receipt on July 10, 
1995, and approval of powered air-puri-
fying respirators. 

(a) Air-purifying respirators with 
particulate filters approved under the 
provisions of this subpart after July 10, 
1995 will have a 30 CFR part 11 approval 
label. 

(b) Only changes or modifications of 
non-powered air-purifying respirators 
with particulate filters approved under 
the provisions of subparts I, K, L, or M 
of 30 CFR part 11 or paragraph (a) of 
this section and deemed necessary by 
NIOSH to ensure the health and safety 
of the wearer will be approved until 
July 10, 1998 and will have a 30 CFR 
part 11 approval label. 

(c) Only changes or modifications of 
powered air-purifying respirators with 
particulate filters approved under the 
provisions of subparts I, K, L, or M of 
30 CFR part 11 or paragraph (a) of this 
section and deemed necessary by 

NIOSH to ensure the health and safety 
of the wearer will be approved under 
this subpart until July 10, 1998 and will 
have a 30 CFR part 11 label. 

(d) Approval of powered air-purifying 
respirators will be issued under this 
subpart. Particulate filters for powered 
air-purifying respirators approved 
under the provisions of this subpart 
shall be only high-efficiency (HEPA) as 
described in § 84.1130(a)(4) and will 
carry a 42 CFR part 84 approval label. 
In addition, changes or modifications 
of powered HEPA air-purifying res-
pirators approved under the provisions 
of this subpart KK will be approved 
under this subpart and will have a 42 
CFR part 84 approval label. 

§ 84.1101 Definitions. 

As used in this subpart 
(a) Air Contamination Level means the 

standards of contaminant levels pre-
scribed by the Secretary of Labor in 
accordance with the provisions of the 
Occupational Safety and Health Act of 
1970 (Pub. L. 91–596; 84 Stat. 1590). 

(b) DOP means a homogenous liquid 
aerosol, having a particle diameter of 
0.3 micrometer, which is generated by 
vaporization and condensation of 
dioctyl phthalate. 

(c) Pesticide means: 
(1) Any substance or mixture of sub-

stances (including solvents and impuri-
ties) intended to prevent, destroy, 
repel, or mitigate any insect, rodent, 
nematode, fungus, weed, or other form 
of plant or animal life or virus; and 

(2) Any substance or mixture of sub-
stances (including solvents and impuri-
ties) intended for use as a plant regu-
lator, defoliant, or desiccant, as de-
fined in the Federal Insecticide, Fun-
gicide, and Rodenticide Act of 1947, as 
amended (7 U.S.C. 135–135k), excluding 
fumigants which are applied as gases or 
vapors or in a solid or liquid form as 
pellets or poured liquids for subsequent 
release as gases or vapors. 

(d) Radionuclide means an atom iden-
tified by the constitution of its nucleus 
(specified by the number of protons Z, 
number of neutrons N, and energy, or, 
alternatively, by the atomic number Z, 
mass number A = (N + Z), and atomic 
mass) which exists for a measurable 
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time; decays or disintegrates spontane-
ously, emits radiation, and results in 
the formation of new nuclides. 

(e) Smoke means the products of in-
complete combustion of organic sub-
stances in the form of solid and liquid 
particles and gaseous products in air, 
usually of sufficient concentration to 
perceptibility obscure vision. 

§ 84.1103 Approval labels and mark-
ings; approval of contents; use. 

(a) Full-scale reproductions of ap-
proval labels and markings, and a 
sketch or description of the method of 
application and position on the har-
ness, container, canister, cartridge, fil-
ter, or other component, together with 
instructions for the use and mainte-
nance of the respirator shall be sub-
mitted to MSHA and the Institute for 
approval. 

(b) Approval labels for non-powered 
and powered air-purifying dust, fume, 
mist respirators approved prior to July 
10, 1995 under the provisions of subpart 
K of 30 CFR part 11 (See 30 CFR Part 11 
edition, revised as of July 1, 1994.) shall 
bear the emblem of the Mine Safety 
and Health Administration and the 
seal of the Department of Health and 
Human Services, the applicant’s name 
and address, an approval number as-
signed by the Institute, a statement 
that the respirator was tested and ap-
proved under subpart K of 30 CFR part 

11 and, where appropriate, restrictions 
or limitations placed upon the use of 
the respirator by the Institute. The ap-
proval number assigned by the Insti-
tute shall be designated by the prefix 
TC and a serial number. 

(c) Approval labels for powered air- 
purifying respirators approved under 
the provisions of this subpart shall 
bear the emblem of the National Insti-
tute for Occupational Safety and 
Health and the seal of the Department 
of Health and Human Services, the ap-
plicant’s name and address, an ap-
proval number assigned by the Insti-
tute, a statement stating the res-
pirator was tested under the provisions 
of this subpart, and, where appropriate, 
restrictions or limitations placed upon 
the use of the respirator by the Insti-
tute. The approval number assigned by 
the Institute shall be designated by the 
prefix TC and a serial number. 

(c) The Institute shall, where nec-
essary, notify the applicant when addi-
tional labels, markings, or instructions 
will be required. 

(d) Approval labels and markings 
shall only be used by the applicant to 
whom they were issued. 

(e) Legible reproductions or abbre-
viated forms of the label approved by 
the Institute for use on each respirator 
shall be attached to or printed at the 
following locations: 

Respirator type Label type Location 

Gas mask with a particulate filter, including pes-
ticide gas mask.

Entire ............................. Mask and container. 

Dust, fume, and mist respirators ............................ Entire ............................. Respirator container and filter container. 
Abbreviated ................... Filters. 

Chemical-cartridge respirator with a particulate fil-
ter, including paint spray respirator.

Entire ............................. Respirator container, cartridge container, and fil-
ter containers (where applicable). 

Abbreviated ................... Cartridges and filters and filter containers. 
Pesticide respirator ................................................. Entire ............................. Respirator container, and cartridge and filter con-

tainers. 
Abbreviated ................... Cartridges and filters. 

(f) The use of any MSHA and Insti-
tute approval label obligates the appli-
cant to whom it is issued to maintain 
or cause to be maintained the approved 
quality control sampling schedule and 
the acceptable quality level for each 
characteristic tested, and to assure 
that it is manufactured according to 
the drawings and specifications upon 
which the certificate of approval is 
based. 

(g) Each respirator, respirator com-
ponent, and respirator container shall, 
as required by the Institute to assure 
quality control and proper use of the 
respirator, be labeled distinctly to 
show the name of the applicant, and 
the name and letters or numbers by 
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which the respirator or respirator com-
ponent is designated for trade pur-
poses, and the lot number, serial num-
ber, or approximate date of manufac-
ture. 

EDITORIAL NOTE: At 60 FR 30388, June 8, 
1995, § 84.1103 was added with two paragraph 
(c) designations. 

§ 84.1130 Respirators; description. 
(a) Dust, fume, and mist respirators, 

including all completely assembled res-
pirators designed for use as respiratory 
protection during entry into and es-
cape from atmospheres which contain 
adequate oxygen to support life and 
hazardous particulates, are described 
as follows: 

(1) Air-purifying respirators, either 
with replaceable or reusable filters, de-
signed as respiratory protection 
against dusts: 

(i) Having an air contamination level 
not less than 0.05 milligram per cubic 
meter of air, including but not limited 
to coal, arsenic, cadmium, chromium, 
lead, and manganese; or 

(ii) Having an air contamination 
level not less than 2 million particles 
per cubic foot of air, including but not 
limited to aluminum, flour, iron ore, 
and free silica, resulting principally 
from the disintegration of a solid, e.g., 
dust clouds produced in mining, quar-
rying, and tunneling, and in dusts pro-
duced during industrial operations, 
such as grinding, crushing, and the 
general processing of minerals and 
other materials. 

(2) Air-purifying respirators, with re-
placeable filters, designed as res-
piratory protection against fumes of 
various metals having an air contami-
nation level not less than 0.05 milli-
gram per cubic meter, including but 
not limited to aluminum, antimony, 
arsenic, cadmium, chromium, copper, 
iron, lead, magnesium, manganese, 
mercury (except mercury vapor), and 
zinc, which result from the sublimation 
or condensation of their respective va-
pors, or from the chemical reaction be-
tween their respective vapors and 
gases. 

(3) Air-purifying respirators, with re-
placeable filters, designed as res-
piratory protection against mists of 
materials having an air contamination 
level not less than 0.05 milligram per 

cubic meter or 2 million particles per 
cubic foot, e.g., mists produced by 
spray coating with vitreous enamels, 
chromic acid mist produced during 
chromium plating, and other mists of 
materials whose liquid vehicle does not 
produce harmful gases or vapors. 

(4) Air-purifying respirators, with re-
placeable filters, designed as res-
piratory protection against dusts, 
fumes, and mists having an air con-
tamination level less than 0.05 milli-
gram per cubic meter, including but 
not limited to lithium hydride and be-
ryllium, and against radionuclides. 

(5) Air-purifying respirators, with re-
placeable filters, designed as res-
piratory protection against radon 
daughters, and radon daughters at-
tached to dusts, fumes, and mists. 

(6) Air-purifying respirators, with re-
placeable filters, designed as res-
piratory protection against asbestos- 
containing dusts and mists. 

(7) Air-purifying respirators, with re-
placeable filters, designed as protec-
tion against various combinations of 
particulate matter. 

(8) Air-purifying dust respirators de-
signed as respiratory protection 
against pneumoconiosis- and fibrosis- 
producing dusts, or dusts and mists, in-
cluding but not limited to aluminum, 
asbestos, coal, flour, iron ore, and free 
silica. 

(b) Gas masks containing filters for 
protection against dusts, fumes, mists, 
and smokes in combination with gases, 
vapors, or gases and vapors. These res-
pirators are not for use against gases 
or vapors with poor warning properties 
(except where MSHA or Occupational 
Safety and Health Administration 
standards may permit such use for a 
specific gas or vapor) or those which 
generate high heats of reaction with 
sorbent material in the canister. 

(c) Pesticide respirators, including 
all completely assembled respirators 
which are designed for use as res-
piratory protection during entry into 
and escape from atmospheres which 
contain pesticide hazards, are de-
scribed according to their construction 
as follows: 

(1) Front-mounted or back-mounted 
gas masks; 

(2) Chin-style gas mask; 
(3) Chemical cartridge; 
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(4) Air-purifying respirator with at-
tached blower; and, 

(5) Other devices, including combina-
tion respirators. 

(d) Respirators with cartridges con-
taining or having attached to them, fil-
ters for protection against mists of 
paints, lacquers, and enamels. These 
respirators are not for use against 
gases or vapors with poor warning 
properties (except where MSHA or Oc-
cupational Safety and Health Adminis-
tration standards may permit such use 
for a specific gas or vapor) or those 
which generate high heats of reaction 
with sorbent material in the cartridge. 

(e) Respirators with cartridges con-
taining or having attached to them fil-
ters for protection against dusts, 
fumes, and mists, except the mists of 
paints, lacquers, and enamels. These 
respirators are not for use against 
gases or vapors with poor warning 
properties (except where MSHA or Oc-
cupational Safety and Health Adminis-
tration standards may permit such use 
for a specific gas or vapor) or those 
which generate high heats of reaction 
with sorbent material in the cartridge. 

§ 84.1131 Respirators; required compo-
nents. 

(a) Each respirator described in 
§ 84.1130 shall, where its design re-
quires, contain the following compo-
nent parts: 

(1) Facepiece, mouthpiece with nose-
clip, hood, or helmet; 

(2) Filter unit, canister with filter, or 
cartridge with filter; 

(3) Harness; 
(4) Attached blower; and 
(5) Breathing tube. 
(b) The components of each res-

pirator shall meet the minimum con-
struction requirements set forth in 
Subpart G of this part. 

§ 84.1132 Breathing tubes; minimum 
requirements. 

(a) Flexible breathing tubes used in 
conjunction with respirators shall be 
designed and constructed to prevent: 

(1) Restriction of free head move-
ment; 

(2) Disturbance of the fit of 
facepieces, mouthpieces, hoods, or hel-
mets; 

(3) Interference with the wearer’s ac-
tivities; and 

(4) Shutoff of airflow due to kinking, 
or from chin or arm pressure. 

§ 84.1133 Harnesses; installation and 
construction; minimum require-
ments. 

(a) Each respirator shall, where nec-
essary, be equipped with a suitable har-
ness designed and constructed to hold 
the components of the respirator in po-
sition against the wearer’s body. 

(b) Harnesses shall be designed and 
constructed to permit easy removal 
and replacement of respirator parts, 
and, where applicable, provide for hold-
ing a full facepiece in the ready posi-
tion when not in use. 

§ 84.1134 Respirator containers; min-
imum requirements. 

(a) Except as provided in paragraph 
(b) of this section each respirator shall 
be equipped with a substantial, durable 
container bearing markings which 
show the applicant’s name, the type of 
respirator it contains, and all appro-
priate approval labels. Except for dust, 
fume, and mist respirators, the com-
mercial designation of the respirator it 
contains shall be shown. 

(b) Containers for single-use res-
pirators may provide for storage of 
more than one respirator, however, 
such containers shall be designed and 
constructed to prevent contamination 
of respirators which are not removed, 
and to prevent damage to respirators 
during transit. 

(c) Containers for gas masks com-
binations shall be designed and con-
structed to permit easy removal of the 
mask. 

§ 84.1135 Half-mask facepieces, full 
facepieces, hoods, helmets, and 
mouthpieces; fit; minimum require-
ments. 

(a) Half-mask facepieces and full 
facepieces shall be designed and con-
structed to fit persons with various fa-
cial shapes and sizes either: 

(1) By providing more than one face-
piece size; or 

(2) By providing one facepiece size 
which will fit varying facial shapes and 
sizes. 

(b) Full facepieces shall provide for 
optional use of corrective spectacles or 
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lenses, which shall not reduce the res-
piratory protective qualities of the res-
pirator. 

(c) Hoods and helmets shall be de-
signed and constructed to fit persons 
with various head sizes, provide for the 
optional use of corrective spectacles or 
lenses, and insure against any restric-
tion of movement by the wearer. 

(d) Mouthpieces shall be equipped 
with noseclips which are securely at-
tached to the mouthpiece or respirator 
and provide an airtight seal. 

(e) Facepieces, hoods, and helmets 
shall be designed to prevent eyepiece 
fogging. 

(f) Half-mask facepieces shall not 
interfere with the fit of common indus-
trial safety corrective spectacles, as 
determined by the Institute’s facepiece 
tests in §§ 84.1141, 84.1142, and 84.1156(b). 

§ 84.1136 Facepieces, hoods, and hel-
mets; eyepieces; minimum require-
ments. 

(a) Facepieces, hoods, and helmets 
shall be designed and constructed to 
provide adequate vision which is not 
distorted by the eyepieces. 

(b) All eyepieces of gas masks com-
binations shall be designed and con-
structed to be impact and penetration 
resistant. Federal Specification, Mask, 
Air Line: and Respirator, Air Filtering, 
Industrial, GGG-M-125d, October 11, 
1965, with interim amendment-1, July 
30, 1969, is an example of an appropriate 
standard for determining impact and 
penetration resistance. Copies of GGG- 
M-125d may be obtained from the 
NIOSH, National Personal Protective 
Technology Laboratory, P.O. Box 18070, 
626 Cochrans Mill Road, Pittsburgh, PA 
15236. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3908, Jan. 26, 2015] 

§ 84.1137 Inhalation and exhalation 
valves; minimum requirements. 

(a) Inhalation and exhalation valves 
shall be protected against distortion. 

(b) Inhalation valves shall be de-
signed and constructed and provided 
where necessary to prevent excessive 
exhaled air from adversely affecting 
filters, cartridges, and canisters, ex-
cept where filters of dust, fume, and 
mist respirators are specifically de-

signed to resist moisture as prescribed 
in § 84.1145. 

(c) Exhalation valves shall be: 
(1) Provided where necessary; 
(2) Protected against damage and ex-

ternal influence; and 
(3) Designed and constructed to pre-

vent inward leakage of contaminated 
air. 

§ 84.1138 Head harnesses; minimum re-
quirements. 

(a) All facepieces shall be equipped 
with head harnesses designed and con-
structed to provide adequate tension 
during use and an even distribution of 
pressure over the entire area in contact 
with the face. 

(b) Facepiece head harnesses, except 
those employed on single-use dust, 
fume, and mist respirators, shall be ad-
justable and replaceable. 

(c) Mouthpieces shall be equipped, 
where applicable, with adjustable and 
replaceable harnesses, designed and 
constructed to hold the mouthpiece in 
place. 

§ 84.1139 Air velocity and noise levels; 
hoods and helmets; minimum re-
quirements. 

Noise levels generated by the res-
pirator will be measured inside the 
hood or helmet at maximum airflow 
obtainable and shall not exceed 80 dBA. 

§ 84.1140 Dust, fume, and mist res-
pirators; performance require-
ments; general. 

Dust, fume, and mist respirators and 
the individual components of each such 
device shall, as appropriate, meet the 
requirements for performance and pro-
tection specified in the tests described 
in §§ 84.1141 through 84.1152 and pre-
scribed in Tables 12 and 13. 

§ 84.1141 Isoamyl acetate tightness 
test; dust, fume, and mist res-
pirators designed for respiratory 
protection against fumes of various 
metals having an air contamination 
level not less than 0.05 milligram 
per cubic meter; minimum require-
ments. 

(a) The respirator will be modified in 
such a manner that all of the air that 
normally would be inhaled through the 
inhalation port(s) is drawn through an 
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efficient activated charcoal-filled can-
ister, or cartridge(s), without inter-
ference with the face-contacting por-
tion of the facepiece. 

(b) The modified respirator will be 
worn by persons for at least 2 minutes 
each in a test chamber containing 100 
parts (by volume) of isoamyl-acetate 
vapor per million parts of air. 

(c) The odor of isoamyl-acetate shall 
not be detected by the wearers of the 
modified respirator while in the test 
atmosphere. 

§ 84.1142 Isoamyl acetate tightness 
test; respirators designed for res-
piratory protection against dusts, 
fumes, and mists having an air con-
tamination level less than 0.05 milli-
gram per cubic meter, or against 
radionuclides; minimum require-
ments. 

(a) The applicant shall provide a 
charcoal-filled canister or cartridge of 
a size and resistance similar to the fil-
ter unit with connectors which can be 
attached to the facepiece in the same 
manner as the filter unit. 

(b)(1) The canister or cartridge will 
be used in place of the filter unit, and 
persons will each wear a modified half- 
mask facepiece for 5 minutes in a test 
chamber containing 100 parts (by vol-
ume) of isoamyl-acetate vapor per mil-
lion parts of air. 

(2) The following work schedule will 
be performed by each wearer in the test 
chamber: 

(i) Two minutes walking, nodding, 
and shaking head in normal move-
ments; and 

(ii) Three minutes exercising and 
running in place. 

(3) The facepiece shall be capable of 
adjustment, according to the appli-
cant’s instructions, to each wearer’s 
face, and the odor of isoamyl-acetate 
shall not be detectable by any wearer 
during the test. 

(c) Where the respirator is equipped 
with a full facepiece, hood, helmet, or 
mouthpiece, the canister or cartridge 
will be used in place of the filter unit, 
and persons will each wear the modi-
fied respiratory-inlet covering for 5 
minutes in a test chamber containing 
1,000 parts (by volume) of isoamyl-ace-
tate vapor per million parts of air, per-
forming the work schedule specified in 
paragraph (b)(2) of this section. 

§ 84.1143 Dust, fume, and mist air-puri-
fying filter tests; performance re-
quirements; general. 

Dust, fume, and mist respirators will 
be tested in accordance with the sched-
ule set forth in Table 13 of this subpart 
to determine their effectiveness as pro-
tection against the particulate hazards 
specified in Table 13. 

§ 84.1144 Silica dust test for dust, 
fume, and mist respirators; single- 
use or reusable filters; minimum re-
quirements. 

(a) Three non-powered respirators 
with single-use filters will be tested for 
periods of 90 minutes each at a contin-
uous airflow rate of 32 liters per 
minute. 

(b) The relative humidity in the test 
chamber will be 20–80 percent, and the 
room temperature approximately 25 °C. 

(c) The test suspension in the cham-
ber will not be less than 50 nor more 
than 60 milligrams of flint (99 + percent 
free silica) per cubic meter of air. 

(d) The flint in suspension will be 
ground to pass 99 + percent through a 
270-mesh sieve. 

(e) The particle-size distribution of 
the test suspension will have a geo-
metric mean of 0.4 to 0.6 micrometer, 
and the standard geometric deviation 
will not exceed 2. 

(f) The total amount of unretained 
test suspension in samples taken dur-
ing testing shall not exceed 1.5 milli-
grams for a non-powered air-purifying 
respirator. 

(g) Three non-powered respirators 
with reusable filters will be tested and 
shall meet the requirements specified 
in paragraphs (a) through (f) of this 
section; each filter shall be tested 
three times: Once as received; once 
after cleaning; and once after re-
cleaning. The applicant’s instructions 
shall be followed for each cleaning. 

§ 84.1145 Silica dust test; non-powered 
single-use dust respirators; min-
imum requirements. 

(a) Three respirators will be tested. 
(b) As described in § 84.1144, airflow 

will be cycled through the respirator 
by a breathing machine at the rate of 
24 respirations per minute with a 
minute volume of 40 liters; a breathing 
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machine cam with a work rate of 622 
kg.-m.2/minute shall be used. 

(c) Air exhaled through the res-
pirator will be 35° ±2 °C. with 94 ±3 per-
cent relative humidity. # 

(d) Air inhaled through the respirator 
will be sampled and analyzed for res-
pirator leakage. 

(e) The total amount of unretained 
test suspension, after drying, in sam-
ples taken during testing, shall not ex-
ceed 1.8 milligrams for any single test. 

§ 84.1146 Lead fume test for dust, 
fume, and mist respirators; min-
imum requirements. 

(a) Three non-powered respirators 
will be tested for a period of 312 min-
utes each at a continuous airflow rate 
of 32 liters per minute. 

(b) The relative humidity in the test 
chamber will be 20–80 percent, and the 
room temperature approximately 25 °C. 

(c) The test suspension in the test 
chamber will not be less than 15 nor 
more than 20 milligrams of freshly gen-
erated lead-oxide fume, calculated as 
lead (Pb), per cubic meter of air. 

(d) The fume will be generated by im-
pinging an oxygen-gas flame on molten 
lead. 

(e) Samples of the test suspension 
will be taken during each test period 
for analysis. 

(f) The total amount of unretained 
test suspension in the samples taken 
during testing, which is analyzed and 
calculated as lead (Pb), shall not ex-
ceed 1.5 milligrams of lead for a non- 
powered air-purifying respirator. 

§ 84.1147 Silica mist test for dust, 
fume, and mist respirators; min-
imum requirements. 

(a) Three non-powered respirators 
will be tested for a period of 312 min-
utes each at a continuous airflow rate 
of 32 liters per minute. 

(b) The room temperature in the test 
chamber will be approximately 25 °C. 

(c) The test suspension in the test 
chamber will not be less than 20 nor 
more than 25 milligrams of silica mist, 
weighed as silica dust, per cubic meter 
of air. 

(d) Mist will be produced by spraying 
an aqueous suspension of flint (99 + 
percent free silica), and the flint shall 
be ground to pass 99 + percent through 
a 270-mesh sieve. 

(e) Samples of the test suspension 
will be taken during each test period 
for analysis. 

(f) The total amount of silica mist 
unretained in the samples taken during 
testing, weighed as silica dust, shall 
not exceed 2.5 milligrams for a non- 
powered air-purifying respirator. 

§ 84.1148 Tests for respirators de-
signed for respiratory protection 
against more than one type of dis-
persoid; minimum requirements. 

Respirators designed as respiratory 
protection against more than one par-
ticulate hazard (dust, fume, or mist) 
shall comply with all the requirements 
of this part, with respect to each of the 
specific hazards involved. 

§ 84.1149 Airflow resistance tests; all 
dust, fume, and mist respirators; 
minimum requirements. 

(a) Resistance to airflow will be 
measured in the facepiece, mouthpiece, 
hood, or helmet of a dust, fume, or 
mist respirator mounted on a test fix-
ture with air flowing at a continuous 
rate of 85 liters per minute, both before 
and after each test conducted in ac-
cordance with §§ 84.1144 through 84.1147. 

(b) The maximum allowable resist-
ance requirements for dust, fume, and 
mist respirators are as follows: 

MAXIMUM RESISTANCE 
[mm. water-column height] 

Type of respirator Initial inha-
lation 

Final inhala-
tion Exhalation 

Pneumoconiosis- and fibrosis-producing dusts, or dusts and mists ............................ 12 15 15 
Dust, fume, and mist, with single-use filter ................................................................... 30 50 20 
Dust, fume, and mist, with reusable filter ..................................................................... 20 40 20 
Radon daughter ............................................................................................................. 18 1 25 15 
Asbestos dust and mist ................................................................................................. 18 25 15 

1 Measured after silica dust test described in § 84.1144. 
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§ 84.1150 Exhalation valve leakage 
test; minimum requirements. 

(a) Dry exhalation valves and valve 
seats will be subjected to a suction of 
25 mm. water-column height while in a 
normal operating position. 

(b) Leakage between the valve and 
valve seat shall not exceed 30 milli-
liters per minute. 

§ 84.1151 DOP filter test; respirators 
designed as respiratory protection 
against dusts, fumes, and mists hav-
ing an air contamination level less 
than 0.05 milligram per cubic meter 
and against radionuclides; min-
imum requirements. 

(a) All single air-purifying respirator 
filter units will be tested in an atmos-
phere concentration of 100 micrograms 
of DOP per liter of air at continuous 
flow rates of 32 and 85 liters per minute 
for a period of 5 to 10 seconds. 

(b) Where filters are to be used in 
pairs, the flow rates will be 16 and 42.5 
liters per minute, respectively, through 
each filter. 

(c) The filter will be mounted on a 
connector in the same manner as used 
on the respirator, and the total leakage 
for the connector and filter shall not 
exceed 0.03 percent of the ambient DOP 
concentration at either flow rate. 

§ 84.1152 Silica dust loading test; res-
pirators designed as protection 
against dusts, fumes, and mists hav-
ing an air contamination level less 
than 0.05 milligram per cubic meter 
and against radionuclides; min-
imum requirements. 

(a) Three non-powered respirators 
will be tested in accordance with the 
provisions of § 84.1144, or equivalent, 
and shall meet the minimum require-
ments of §§ 84.1144 and 84.1149. 

(b) Three powered air-purifying res-
pirators will be tested in accordance 
with the provisions of § 84.1144 except 
they will be tested for a period of 4 
hours each at a flowrate not less than 
115 liters per minute to tight-fitting 
facepieces, and not less than 170 liters 
per minute to loose-fitting hoods and 
helmets. The total amount of 
unretained test suspension in samples 
taken during testing shall not exceed 
14.4 milligrams for a powered air-puri-
fying respirator with tight-fitting face-
piece, and 21.3 milligrams for a powered 

air-purifying respirator with loose-fit-
ting hood or helmet. They shall meet 
the minimum requirements of § 84.1149. 

§ 84.1153 Dust, fume, mist, and smoke 
tests; canister bench tests; gas 
masks canisters containing filters; 
minimum requirements. 

(a) Gas mask canisters containing fil-
ters for protection against dusts, 
fumes, mists, and smokes in combina-
tion with gases, vapors, or gases and 
vapors, will be tested as prescribed in 
§ 84.1140 except for the breathing resist-
ance which will be in accordance with 
§ 84.122. 

(b) Gas mask canisters designed for 
protection against smokes will be test-
ed in an atmospheric concentration of 
100 micrograms of dioctyl phthalate 
per liter of air at continuous flow rates 
of 32 liters per minute and 85 liters per 
minute for a period of 5 to 10 seconds, 
and the DOP leakage through the can-
ister shall not exceed 0.03 percent of 
the test concentration. 

(c) Gas mask canisters containing fil-
ters for protection against dusts, 
fumes, mists, and smokes in combina-
tion with gases, vapors, or gases and 
vapors, will be tested as prescribed in 
§ 84.126. 

§ 84.1154 Canister and cartridge re-
quirements. 

(a) Where two or more canisters or 
cartridges are used in parallel, their re-
sistance to airflow shall be essentially 
equal. 

(b) The color and markings of all can-
isters and cartridges or labels shall 
conform with the requirements of the 
American National Standards Insti-
tute, American National Standard for 
Identification of Air-Purifying Res-
pirator Canisters and Cartridges, ANSI 
K13.1–1973. ANSI K13.1 is incorporated 
by reference and has been approved by 
the Director of the Federal Register in 
accordance with 5 U.S.C. 552(a) and 1 
CFR part 51. Copies may be obtained 
from American National Standards In-
stitute, Inc., 1430 Broadway, New York, 
NY 10018. Copies may be inspected at 
the NIOSH, National Personal Protec-
tive Technology Laboratory, P.O. Box 
18070, 626 Cochrans Mill Road, Pitts-
burgh, PA 15236, or at the National Ar-
chives and Records Administration 
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(NARA). For information on the avail-
ability of this material at NARA, call 
202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3908, Jan. 26, 2015] 

§ 84.1155 Filters used with canisters 
and cartridges; location; replace-
ment. 

(a) Particulate matter filters used in 
conjunction with a canister or car-
tridge shall be located on the inlet side 
of the canister or cartridge. 

(b) Filters shall be incorporated into 
or firmly attached to the canister or 
cartridge and each filter assembly 
shall, where applicable, be designed to 
permit its easy removal from and re-
placement on the canister or cartridge. 

§ 84.1156 Pesticide respirators; per-
formance requirements; general. 

Pesticide respirators and the indi-
vidual components of each such device 
shall, as appropriate, meet the fol-
lowing minimum requirements for per-
formance and protection: 

(a) Breathing resistance test. (1) Air-
flow resistance will be measured in the 
facepiece, mouthpiece, hood, or helmet 
of a pesticide respirator mounted on a 
test fixture with air flowing at a con-
tinuous rate of 85 liters per minute, 
both before and after each test con-
ducted in accordance with paragraphs 
(c) and (f) of this section. 

(2) The maximum allowable resist-
ance requirements for pesticide res-
pirators are as follows: 

MAXIMUM RESISTANCE 
[mm. water-column height] 

Type of pesticide respirator 
Inhalation 

Exhalation 
Initial Final 1 

Front- or back-mounted gas mask ................................................................................ 70 85 20 
Chin-style gas mask ...................................................................................................... 65 80 20 
Powered air-purifying 2 .................................................................................................. 2 50 2 70 20 
Chemical Cartridge ........................................................................................................ 50 70 20 

1 Measured at end of the service life specified in Table 14 of this subpart. 
2 Resistance of filter(s), cartridge(s), and breathing tube(s) only with blower not operating. 

(b) Facepiece test. (1) The complete 
pesticide respirator will be fitted to 
the faces of persons having varying fa-
cial shapes and sizes. 

(2) Where the applicant specifies a 
facepiece size or sizes for his respirator 
together with the approximate meas-
urements of faces they are designed to 
fit, the Institute will provide test sub-
jects to suit such facial measurements. 

(3) Any pesticide respirator part 
which must be removed to perform the 
facepiece fit test shall be replaceable 
without special tools and without dis-
turbing facepiece fit. 

(4) The facepiece or mouthpiece fit 
test using positive or negative pressure 
recommended by the applicant and de-
scribed in his instructions will be used 
during each test. 

(5)(i) Each wearer will enter a cham-
ber containing 1,000 p.p.m. isoamyl-ace-
tate vapor for a respirator equipped 
with a full facepiece, mouthpiece, 

hood, or helmet and 100 p.p.m. isoamyl- 
acetate vapor for a respirator equipped 
with a half-mask facepiece. 

(ii) The facepiece, mouthpiece, hood, 
or helmet may be adjusted, if nec-
essary, in the test chamber before 
starting the test. 

(iii) Each wearer will remain in the 
chamber while performing the fol-
lowing activities: 

(A) Two minutes, nodding and turn-
ing head; 

(B) Two minutes, calisthenic arm 
movements; 

(C) Two minutes, running in place; 
and 

(D) Two minutes, pumping with a 
tire pump into a 28-liter (1 cubic foot) 
container. 

(iv) Each wearer shall not detect the 
odor of isoamyl-acetate during the 
test. 

(c) Silica dust test. Three completely 
assembled pesticide respirators will be 
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tested with a mechanical-testing appa-
ratus as follows: 

(1) Temperature in the test chamber 
will be approximately 25 °C. 

(2) Continuous airflow through the 
respirator will be 32 liters per minute 
for front-mounted, back-mounted, and 
chin-style gas mask pesticide res-
pirators and chemical cartridge pes-
ticide respirators, and not less than 115 
(4 cubic feet) liters per minute to tight- 
fitting facepieces and 170 liters (6 cubic 
feet) per minute to loose-fitting hoods 
and helmets of powered air-purifying 
respirators. 

(3) The test aerosol will contain 50–60 
milligrams of 99 + percent free silica 
per cubic meter of air. 

(4) The particle size distribution of 
the test suspension will have a geo-
metric mean diameter of 0.4 to 0.6 mi-
crometer, with a standard geometric 
deviation less than 2. 

(5) Front-mounted, back-mounted, 
and chin-style gas mask pesticide res-
pirators and chemical cartridge pes-
ticide respirators will be tested for 90 
minutes and powered air-purifying res-
pirators will be tested for 4 hours. 

(d) Lead fume test. Three completely 
assembled pesticide respirators will be 
tested with a mechanical-testing appa-
ratus as follows: 

(1) Continuous airflow through the 
respirator will be 32 liters per minute 
for front-mounted, back-mounted, and 
chin-style gas mask pesticide res-
pirators and chemical cartridge pes-
ticide respirators and not less than 115 
liters (4 cubic feet) per minute, for 
powered air-purifying respirators with 
tight-fitting facepieces, and not less 
than 170 liters (6 cubic feet) per minute 
for powered air-purifying respirators 
with loose-fitting hoods and helmets. 

(2) The test aerosol will contain 15–20 
milligrams of freshly generated lead- 
oxide fume, calculated as lead, per 
cubic meter of air. 

(3) The fume will be generated by im-
pinging an oxygen-gas flame on molten 
lead. 

(4) Front-mounted, back-mounted, 
and chin-style gas mask pesticide res-
pirators and chemical cartridge pes-
ticide respirators will be tested for 90 
minutes and powered air-purifying pes-
ticide respirators will be tested for 4 
hours. 

(5) The total amount of unretained 
test suspension, which is analyzed and 
calculated as lead, shall not exceed: 

(i) 0.43 milligram for any 90-minute 
test; 

(ii) 4.8 milligrams for any 4-hour test 
made at 115 liters (4 cubic feet) per 
minute; or 

(iii) 6.2 milligrams for any 4-hour test 
made at 170 liters (6 cubic feet) per 
minute. 

(e) Dioctyl-phthalate test. (1) All can-
isters submitted for use with front- 
mounted and back-mounted gas mask 
pesticide respirators will be tested in 
an atmospheric concentration of 100 
micrograms of dioctyl-phthalate per 
liter of air at continuous flow rates of 
32 and 85 liters per minute for a test pe-
riod of 5 to 10 seconds. 

(2) The DOP leakage through the can-
ister shall not exceed 0.03 percent of 
the ambient DOP concentration. 

(f) Bench tests for pesticide respirators. 
(1)(i) Bench tests will be made on an 
apparatus that allows the test atmos-
phere at 50 ±5 percent relative humid-
ity and at room temperature (25°±2.5 
°C.) to enter the canister or cartridge 
at predetermined concentrations and 
rates of flow, and that has a means for 
determining the test life of the can-
ister or cartridge against carbon tetra-
chloride. 

(ii) Canisters and cartridges will be 
tested as they are used on each pes-
ticide respirator, either singly or in 
pairs. 

(iii) Three canisters or cartridges or 
pairs of cartridges will be removed 
from containers and tested as received 
from the applicant. 

(iv) Two canisters, cartridges, or 
pairs of cartridges will be equilibrated 
at room temperature by passing 25 per-
cent relative humidity air through 
them at the following flow rates (ex-
pressed as liters per minute (l.p.m.)) 
for 6 hours: 

Type of canister or cartridge 
Airflow 
rate, 
l.p.m. 

Air-purifying canister .............................................. 64 
Air-purifying cartridge ............................................ 25 
Powered air-purifying with tight-fitting facepiece ... 115 
Powered air-purifying with loose-fitting hood or 

helmet ................................................................ 170 

(v) Two canisters, cartridges, or pairs 
of cartridges will be equilibrated at 
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room temperature by passing 85 per-
cent relative humidity air through 
them at the flow rates stated in para-
graph (f)(1)(iv) of this section for 6 
hours. 

(vi) The equilibrated canisters or car-
tridges will be resealed, kept in an up-
right position at room temperature, 
and tested within 18 hours. 

(2) Canisters and cartridges tested in 
accordance with the provisions of this 
section shall meet the requirements 
specified in Table 14 of this subpart. 

§ 84.1157 Chemical cartridge res-
pirators with particulate filters; 
performance requirements; general. 

Chemical cartridge respirators with 
particulate filters and the individual 

components of each such device shall, 
as appropriate, meet the following 
minimum requirements for perform-
ance and protection: 

(a) Breathing resistance test. (1) Resist-
ance to airflow will be measured in the 
facepiece, mouthpiece, hood, or helmet 
of a chemical cartridge respirator 
mounted on a test fixture with air 
flowing at a continuous rate of 85 liters 
per minute, both before and after each 
test conducted in accordance with 
paragraphs (d) through (f) of this sec-
tion. 

(2) The maximum allowable resist-
ance requirements for chemical car-
tridge respirators are as follows: 

MAXIMUM RESISTANCE 
[mm. water-column height] 

Type of chemical cartridge respirator 
Inhalation 

Exhalation 
Initial Final 1 

For gases, vapors, or gases and vapors, and dusts, fumes, and mists ...................... 50 70 20 
For gases, vapors, or gases and vapors, and mists of paints, lacquers, and enamels 50 70 20 

1 Measured at end of service life specified in Table 11 in subpart L of this part. 

(b) Facepiece test. The facepiece test 
will be conducted as specified in 
§ 84.205. 

(c) Lacquer and enamel mist tests; gen-
eral. (1) Three respirators with car-
tridges containing or having attached 
to them, filters for protection against 
mists of paints, lacquers, and enamels 
shall be tested in accordance with the 
provisions of paragraph (f) of this sec-
tion. 

(2) In addition to the test require-
ments set forth in paragraph (c)(1) of 
this section, three such respirators will 
be tested against each aerosol in ac-
cordance with the provisions of para-
graphs (d) and (e) of this section. 

(d) Lacquer mist test. (1) Temperature 
in the test chamber will be approxi-
mately 25 °C. 

(2) Continuous airflow through the 
respirator will be 32 liters per minute 
for air-purifying respirators, and not 
less than 115 liters per minute to tight 
fitting facepieces and 170 liters per 
minute to loose-fitting hoods and hel-
mets of powered air-purifying res-
pirators. 

(3) Airflow through the chamber will 
be 20–25 air changes per minute. 

(4) The atomizer employed will be a 
No. 64–5 nozzle with setup 3, or equiva-
lent, operating at 69 kN/m.2 (10 pounds 
per square inch gage). 

(5) The test aerosol will be prepared 
by atomizing a mixture of one volume 
of clear cellulose nitrate lacquer and 
one volume of lacquer thinner. The lac-
quer described in Federal Specification 
TT-L-31, October 7, 1953, is an example 
of an acceptable lacquer. Copies of TT- 
L-31 may be inspected or obtained from 
the NIOSH, National Personal Protec-
tive Technology Laboratory, P.O. Box 
18070, 626 Cochrans Mill Road, Pitts-
burgh, PA 15236. 

(6) The concentration of cellulose ni-
trate in the test aerosol will be 95–125 
milligrams per cubic meter. 

(7) The test aerosol will be drawn to 
each respirator for a total of 156 min-
utes for air-purifying respirators and 
240 minutes for powered air-purifying 
respirators. 

(8) The total amount of unretained 
mist in the samples taken during test-
ing, weighed as cellulose nitrate, shall 
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not exceed 5 milligrams for an air-puri-
fying respirator, 28 milligrams for a 
powered air-purifying respirator with 
tight-fitting facepiece, and 41 milli-
grams for a powered air-purifying res-
pirator with loose-fitting hood or hel-
met. 

(e) Enamel mist test. (1) Temperature 
in the test chamber will be approxi-
mately 25 °C. 

(2) Continuous airflow through the 
respirator will be 32 liters per minute 
for air-purifying respirators, and not 
less than 115 liters per minute to tight- 
fitting facepieces and 170 liters per 
minute to loose-fitting hoods and hel-
mets of powered air-purifying res-
pirators. 

(3) Airflow through the chamber will 
be 20–25 air changes per minute. 

(4) The atomizer employed will be a 
No. 64 nozzle with setup 1A, or equiva-
lent, operating at 69 kN/m.2 (10 pounds 
per square inch gage). 

(5) The test aerosol will be prepared 
by atomizing a mixture of 1 volume of 
white enamel and 1 volume of turpen-
tine. The enamel described in Federal 
Specification TT-E–489b, May 12, 1953, 
with amendment-1 of 9 November 1955 
is an example of an acceptable enamel. 
Copies of TT-E–489b may be inspected 
or obtained from the NIOSH, National 
Personal Protective Technology Lab-
oratory, P.O. Box 18070, 626 Cochrans 
Mill Road, Pittsburgh, PA 15236. 

(6) The concentration of pigment in 
the test aerosol, weighed as ash, will be 
95–125 milligrams per cubic meter. 

(7) The test aerosol will be drawn to 
each respirator for a total of 156 min-
utes for air-purifying respirators and 
240 minutes for power air-purifying res-
pirators. 

(8) The total amount of unretained 
mist in the samples taken during test-
ing, weighed as ash, shall not exceed 1.5 
milligrams for any air-purifying res-
pirator, 8.3 milligrams for a powered 
air-purifying respirator with tight-fit-
ting facepiece, and 12.3 milligrams for 
a powered air-purifying respirator with 
loose-fitting hood or helmet. 

(f) Bench tests; gas and vapor tests. (1) 
Bench tests will be made in accordance 

with § 84.207 and tested cartridges shall 
meet the minimum requirements set 
forth in Table 11 of subpart L of this 
part. Cartridges will be equilibrated in 
accordance with paragraph (f)(2) of this 
section. 

(2)(i) Two powered air-purifying car-
tridges or pairs of cartridges will be 
equilibrated at room temperature by 
passing 25 percent relative humidity 
air through them at the following flow 
rates (expressed in liters per minute 
(l.p.m.)) for 6 hours: 

Type of cartridge 
Airflow 
rate, 
l.p.m. 

Powered air purifying with tight-fitting facepiece ... 115 
Powered air purifying with loose-fitting hood or 

helmet ................................................................ 170 

(ii) Two powered air-purifying car-
tridges or pairs of cartridges will be 
equilibrated by passing 85 percent rel-
ative humidity air through them at the 
flow rates stated in paragraph (f)(2)(i) 
of this section. 

(iii) All cartridges will be resealed, 
kept in an upright position, at room 
temperatures, and tested within 18 
hours. 

[60 FR 30355, June 8, 1995, as amended at 80 
FR 3908, Jan. 26, 2015] 

§ 84.1158 Dust, fume, and mist tests; 
respirators with filters; minimum 
requirements; general. 

(a) Three respirators with cartridges 
containing, or having attached to 
them, filters for protection against 
dusts, fumes, and mists, except the 
mists of paints, lacquers, and enamels, 
will be tested in accordance with the 
provisions of § 84.1157(f). 

(b) In addition to the test require-
ments set forth in paragraph (a) of this 
section, three such respirators will be 
tested, as appropriate, in accordance 
with the provisions of §§ 84.1141 through 
84.1152; however, the maximum allow-
able resistance of complete dust, fume, 
and mist, and gas, vapor, or gas and 
vapor chemical cartridge respirators 
shall not exceed the maximum allow-
able limits set forth in § 84.1157(a)(2). 
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TABLES TO SUBPART KK OF PART 84 

TABLE 12—FACEPIECE TEST REQUIREMENTS 
[42 CFR Part 84, Subpart KK] 

Respirator types 
Pressure 
tightness 

test 1 

Isoamyl acetate test 

84.1141 84.1142 

Dusts: Air Contamination Level not less than 0.05 mg/M3 or 2 mppcf ........................ X 
Fumes: Air Contamination Level not less than 0.05 mg/M3 ......................................... X X 
Mists: Air Contamination Level not less than 0.05 mg/M3 or 2 mppcf ......................... X 
Dusts, Fumes, and Mists: Air Contamination Level less than 0.05 mg/M3 or 2 mppcf, 

and radionuclides ....................................................................................................... X X 
Radon daughters ........................................................................................................... X X 
Asbestos-containing dusts and mists ............................................................................ X 

1 Test is required only where applicable. 

TABLE 13—AIR-PURIFYING AND POWERED AIR-PURIFYING RESPIRATOR FILTER TESTS REQUIRED FOR 
APPROVAL 

[42 CFR Part 84, Subpart KK] 

Respirator types 
Silica dust tests Lead fume 

test 84.1146 
Silica mist 

test 84.1147 
DOP test 
84.1151 84.1144 84.1145 84.1152 

Dusts: Air Contamination Level not less 
than 0.05 mg/M3 or 2 mppcf ............. X 

Fumes: Air Contamination Level not 
less than 0.05 mg/M3 ........................ X 

Mists: Air Contamination Level not less 
than 0.05 mg/M3 or 2 mppcf ............. X 

Dusts, Fumes, and Mists: Air Contami-
nation Level less than 0.05 mg/M3 or 
2 mppcf, and radionuclides ............... X X 

Radon daughters .................................. 1 X 2 X 
Asbestos-containing dusts and mists ... 2 X 3 X 
Single use dust and mist respirators .... 3 X 3 X 

1 For resistance only. 
2 For penetration only. 
3 Test required only where applicable. 

TABLE 14—CARBON TETRACHLORIDE BENCH TESTS AND REQUIREMENTS FOR CANISTERS AND 
CARTRIDGES 

[42 CFR part 84, Subpart KK] 

Type of pesticide respirator 
Test con-
centration 

p.p.m. CCl4 

Flow rate 
l.p.m. 

Number of 
tests 

Minimum 
life min-
utes 1 

Chest-mounted or back-mounted gas mask (as received) .................. 20,000 64 3 12 
Chest-mounted or back-mounted gas mask (equilibrated) .................. 20,000 32 4 12 
Chin-style gas mask (as received) ....................................................... 5,000 64 3 12 
Chin-style gas mask (equilibrated) ....................................................... 5,000 32 4 12 
Chemical Cartridge respirator (as received) ......................................... 1,000 64 3 50 
Chemical cartridge respirator (equilibrated) .......................................... 1,000 32 4 50 
Powered air-purifying respirator (tight-fitting facepiece, as received) .. 1,000 2 115 3 50 
Powered air-purifying respirator (tight-fitting facepiece, equilibrated) .. 1,000 2 115 4 25 
Powered air-purifying respirator (loose-fitting hood or helmet, as re-

ceived) ............................................................................................... 1,000 3 170 3 50 
Powered air-purifying respirator (loose-fitting hood or helmet, equili-

brated) ............................................................................................... 1,000 3 170 4 25 

1 Minimum life will be determined at 5 p.p.m. leakage. 
2 The flow rate shall be the effective flow rate of the device, but shall be not less than 115 l.p.m. 
3 The flow rate shall be the effective flow rate of the device, but shall be not less than 170 l.p.m. 
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APPENDIX A TO PART 84—ANNUAL (FIXED) RESPIRATOR CERTIFICATION FEES 

RESPIRATOR CERTIFICATION FEE SCHEDULE A—ANNUAL (FIXED) FEES 
[Implemented on May 26, 2015] 

Fee type Legal citation Amount Due date 

Maintenance of 
Product Perform-
ance (product 
audit).

42 CFR 84.20(b)(5) • Annual fee: $761 per each approval 
holder.

• Variable fee: As billed by NIOSH 
based on the respirators chosen to 
be tested each year.

• Upon billing from NIOSH.1 
• October. 

Records Mainte-
nance.

42 CFR 84.20(b)(1) $50 for all listed 2 approvals on file with 
NIOSH on July 1st of each year.

• Upon billing from NIOSH.1 
• October (beginning in 2015). 

Quality Assurance 
Maintenance (site 
audit).

42 CFR 84.20(b)(4) • Annual fee: $3,000 per every manu-
facturing site registered with NIOSH.

• Variable fee: 3 .....................................
✖ 1 day domestic audit—$2,500 

per site.
✖ 2 day domestic audit—$5,000 

per site.
✖ 1 day international audit— 

$7,500 per site.
✖ 2 day international audit— 

$10,000 per site.

• Upon billing from NIOSH.1 
• October (beginning in 2015). 

Maintenance of Test-
ing and Approval 
Facilities.

42 CFR 84.20(b)(2) $34 per every listed 2 approval on file 
with NIOSH on July 1st of each appli-
cable year.

• Upon billing from NIOSH.1 
• October (beginning in 2015). 

Maintenance of Test 
Equipment.

42 CFR 84.20(b)(2) $36 per every active 4 approval on file 
with NIOSH on July 1st of each appli-
cable year.

• Upon billing from NIOSH.1 
• October (beginning in 2015). 

1 For the first year that annual fees are in effect, NIOSH will provide manufacturers with a pre-invoice/advanced billing/invoice 
preview no later than July 1, 2015. The actual invoice will be sent in September 2015. 

2 ‘‘Listed’’ approvals include all active and obsolete approvals. The Certified Equipment List (CEL) reflects the current listed ap-
provals maintained by NIOSH. See http://www.cdc.gov/niosh/npptl/topics/respirators/CEL/default.html. 

3 Applies to design as well as manufacturing sites. 
4 Does not include obsolete approvals. 

[80 FR 3908, Jan. 26, 2015] 

APPENDIX B TO PART 84—APPLICATION-BASED RESPIRATOR CERTIFICATION FEES 

RESPIRATOR CERTIFICATION FEE SCHEDULE B—APPLICATION-BASED FEES 
[Implemented on May 26, 2015] 

Fee type Legal citation Amount Due date 

Application ............... 42 CFR 84.20(b)(1) $200 per application submitted .............. Upon receipt of any application request. 
Approval .................. 42 CFR 84.20(b)(1) $100 per each certificate of approval 

issued.
Upon completion of the application and 

granting of an approval number. 
Approval Modifica-

tion.
42 CFR 84.20(b)(1) $50 per each certificate of approval 

modified.
Upon completion of the application and 

issuing a modified approval. 
Site Qualification ..... 42 CFR 84.20(b)(3) • Existing approval holder, paper re-

view: $400 per each request to in-
spect new production facility.

• Non-approval holders: ........................
✖ Domestic site visit—$2,500 ........
✖ International site visit—$7,500 ...

Upon agreement on the date of the site 
qualification examination. 

Standard Test Procedure Fee 
($) 

Testing Fees 

Descriptor: ........................................................................................................................................................... For testing res-
pirators. 

Amount: ............................................................................................................................................................... See below. 

Basis: ................................................................................................................................................................... Per each test. 
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Standard Test Procedure Fee 
($) 

Due date: ............................................................................................................................................................. Upon initiation of 
testing. 

Air-Purifying Respirators 

TEB–APR–STP–0001 Determination of particulate filter penetration (PAPR) ................................................... 150 
RCT–APR–STP–0003—Determination of exhalation resistance ........................................................................ 150 
TEB–APR–STP–0004—Determination of exhalation valve leakage .................................................................. 300 
TEB–APR–STP–0005—Determination of qualitative isoamyl acetate (IAA) facepiece fit test .......................... 1,800 
TEB–APR–STP–0005A—Determination of qualitative isoamyl acetate (IAA) facepiece fit test ........................ 1,800 
TEB–APR–STP–0006—Determination of qualitative isoamyl acetate (IAA) facepiece fit test .......................... 1,800 
TEB–APR–STP–0007—Determination of inhalation resistance ......................................................................... 150 
RCT–APR–STP–0012—Determination of air flow for powered air-purifying respirators ................................... 150 
RCT–APR–STP–0014—Determination of leakage of drinking tube and accessories for respirator facepieces 300 
RCT–APR–STP–0025—Determination of silica dust loading test for powered air-purifying respirator filters ... 1,200 
RCT–APR–STP–0030—Determination of noise level test, powered air-purifying respirator with hoods or hel-

mets.
450 

TEB–APR–STP–0033A—Determination of ammonia service-life test, air-purifying respirators with cartridges 750 
TEB–APR–STP–0033B—Determination of ammonia service-life test, air-purifying respirators with canisters 750 
TEB–APR–STP–0033C—Determination of ammonia service-life test, powered air-purifying respirators with 

cartridges.
750 

TEB–APR–STP–0033D—Determination of ammonia service-life test, tight-fitting powered air-purifying res-
pirators with gas mask canister(s).

750 

RCT–APR–STP–0034—Carbon monoxide service life ...................................................................................... 750 
RCT–APR–STP–0035—Determination of chlorine service life ........................................................................... 750 
RCT–APR–STP–0036—Determination of chlorine dioxide service life .............................................................. 750 
RCT–APR–STP–0037—Determination of a-chloroacetophenone (CN) service life ........................................... 2,400 
RCT–APR–STP–0038—Determination of ethylene oxide service life ................................................................ 450 
TEB–APR–STP–0039A—Determination of formaldehyde service-life test, air-purifying respirators with car-

tridges.
750 

TEB–APR–STP–0039B—Determination of formaldehyde service-life test, air-purifying respirators with can-
isters.

750 

TEB–APR–STP–0039C—Determination of formaldehyde service-life test, powered air-purifying respirators 
with cartridges.

750 

RCT–APR–STP–0040—Determination of hydrogen chloride service life .......................................................... 500 
RCT–APR–STP–0041—Determination of hydrogen cyanide service life ........................................................... 1,800 
RCT–APR–STP–0042—Determination of hydrogen fluoride service life ........................................................... 750 
TEB–APR–STP–0043A—Determination of hydrogen sulfide service-life test, air-purifying respirators with 

cartridges.
750 

TEB–APR–STP–0043B—Determination of hydrogen sulfide service-life test, air-purifying respirators with 
canisters.

750 

TEB–APR–STP–0043C—Determination of hydrogen sulfide service-life test, powered air-purifying res-
pirators with cartridges.

750 

RCT–APR–STP–0044—Determination of mercury vapor service life ................................................................ 2,400 
TEB–APR–STP–0045A—Determination of methylamine service-life test, air-purifying respirators with car-

tridges.
450 

TEB–APR–STP–0045B—Determination of methylamine service-life test, air-purifying respirators with can-
isters.

450 

TEB–APR–STP–0045C—Determination of methylamine service-life test, powered air-purifying respirators 
with cartridges.

450 

TEB–APR–STP–0045D—Determination of methylamine service-life test, tight-fitting powered air-purifying 
respirators with gas mask canister(s).

450 

TEB–APR–STP–0046A—Determination of organic vapor (carbon tetrachloride) service-life test, air-purifying 
respirators with cartridges.

450 

TEB–APR–STP–0046B—Determination of organic vapor (carbon tetrachloride) service-life test, air-purifying 
respirators with cartridges.

450 

TEB–APR–STP–0046C—Determination of organic vapor (carbon tetrachloride) service-life test, powered 
air-purifying respirators with cartridges.

450 

TEB–APR–STP–0046D—Determination of organic vapor (carbon tetrachloride) service-life test, tight-fitting 
powered air-purifying respirators with gas mask canister(s).

450 

RCT–APR–STP–0047—Determination of phosphine service life ....................................................................... 750 
TEB–APR–STP–0048A—Determination of sulfur dioxide service-life test, air-purifying respirators with car-

tridges.
450 

TEB–APR–STP–0048B—Determination of sulfur dioxide service-life test, air-purifying respirators with can-
isters.

450 

TEB–APR–STP–0048C—Determination of sulfur dioxide service-life test, powered air-purifying respirators 
with cartridges.

450 

TEB–APR–STP–0048D—Determination of sulfur dioxide service-life test, tight-fitting powered air-purifying 
respirators with gas mask canisters.

450 

RCT–APR–STP–0050—Determination of O-chlorobenzylidene malononitrile (CS) service life ........................ 2,400 
TEB–APR–STP–0051—Determination of particulate filter efficiency level for P100 series filters against liquid 

particulates for non-powered, air-purifying respirators.
1,200 

TEB–APR–STP–0052—Determination of particulate filter efficiency level for P99 series filters against liquid 
particulates for non-powered, air-purifying respirators.

1,200 
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Standard Test Procedure Fee 
($) 

TEB–APR–STP–0053—Determination of particulate filter efficiency level for P95 series filters against liquid 
particulates for non-powered, air-purifying respirators.

1,200 

TEB–APR–STP–0054—Determination of particulate filter efficiency level for R100 series filters against liquid 
particulates for non-powered, air-purifying respirators.

1,200 

TEB–APR–STP–0055—Determination of particulate filter efficiency level for R99 series filters against liquid 
particulates for non-powered, air-purifying respirators.

1,200 

TEB–APR–STP–0056—Determination of particulate filter efficiency level for R95 series filters against liquid 
particulates for non-powered, air-purifying respirators.

1,200 

TEB–APR–STP–0057—Determination of particulate filter efficiency level for N100 series filters against solid 
particulates for non-powered, air-purifying respirators.

1,200 

TEB–APR–STP–0058—Determination of particulate filter efficiency level for N99 series filters against solid 
particulates for non-powered, air-purifying respirators.

1,200 

TEB–APR–STP–0059—Determination of particulate filter efficiency level for N95 series filters against solid 
particulates for non-powered, air-purifying respirators.

1,200 

RCT–APR–STP–0060—Determination of end-of-service-life indicator drop ...................................................... 300 
RCT–APR–STP–0061—Determination of end-of-service-life indicator visibility ................................................. 300 
RCT–APR–STP–0062—Determination of nitrogen dioxide service life .............................................................. 750 
RCT–APR–STP–0063—Determination of facepiece carbon dioxide and oxygen concentration levels—tight 

fitting, powered air-purifying respirators, with the blower unit running.
300 

RCT–APR–STP–0064—Determination of facepiece carbon dioxide and oxygen concentration levels, tight 
fitting, powered air-purifying respirators, with the blower unit off.

300 

RCT–APR–STP–0065—Determination of air flow resistance, breath responsive, powered air-purifying res-
pirators.

300 

RCT–APR–STP–0066—Determination of end-of-service-life indicator (ESLI) ................................................... 300 
RCT–APR–STP–0067—Particulate respirator qualitative fit test utilizing saccharin or bitrex solutions ............ 1800 

Air-Supplied Respirators 

RCT–ASR–STP–0100—Determination of strength of hoses and couplings, type C and CE supplied-air res-
pirators.

150 

RCT–ASR–STP–0101—Determination of tightness of hoses and couplings, type C and CE supplied-air res-
pirators.

150 

RCT–ASR–STP–0102—Determination of nonkinkability of hoses, type C and CE supplied-air respirators ..... 150 
RCT–ASR–STP–0103—Determination of gasoline permeation of hoses and couplings, type C and CE sup-

plied-air respirators.
450 

RCT–ASR–STP–0104—Determination of air-regulating valve 100,000 cycles performance, demand and 
pressure-demand type C and CE supplied-air respirators.

3,000 

RCT–ASR–STP–0105—Determination of airflow, continuous flow type C and CE supplied-air respirators ..... 300 
RCT–ASR–STP–0105A—Determination of airflow, demand and pressure-demand type C and CE supplied- 

air respirators.
300 

RCT–ASR–STP–0106—Determination of inhalation airflow resistance, pressure-demand type C and CE 
supplied-air respirators.

150 

RCT–ASR–STP–0107—Determination of exhalation airflow resistance, pressure-demand type C and CE 
supplied-air respirators.

150 

RCT–ASR–STP–0108—Determination of inhalation airflow resistance, demand type C and CE supplied-air 
respirators.

150 

RCT–ASR–STP–0109—Determination of exhalation airflow resistance, demand type C and CE supplied-air 
respirators.

150 

RCT–ASR–STP–0110—Determination of gas-tightness test, isoamyl acetate (IAA), type C and CE supplied- 
air respirators.

450 

RCT–ASR–STP–0111—Determination of air velocity and noise levels—sound level, type C and CE sup-
plied-air respirators.

450 

RCT–ASR–STP–0112—Determination of the level of protection provided by abrasive blast, type CE sup-
plied-air respirators using a challenge aerosol of NaCl (sodium chloride) or corn oil.

450 

RCT–ASR–STP–0113—Determination of airflow resistance—continuous-flow, type C and CE supplied-air 
respirators.

150 

RCT–ASR–STP–0114—Determination of sound-level measurement—escape, open-circuit self-contained 
breathing apparatus using hoods or helmets.

450 

RCT–ASR–STP–0115—Determination of rated service time—constant-flow, escape, open-circuit self-con-
tained breathing apparatus.

150 

RCT–ASR–STP–0116—Determination of airflow resistance—continuous-flow, escape, open-circuit self-con-
tained breathing apparatus with hoods.

150 

RCT–ASR–STP–0117—Determination of positive pressure—closed-circuit, pressure-demand, self-contained 
breathing apparatus.

150 

RCT–ASR–STP–0118—Determination of low temperature operation—minimum temperature per applicant, 
open-circuit self-contained breathing apparatus.

1,200 

RCT–ASR–STP–0119—Determination of low-temperature operation—minimum temperature per applicant, 
combination open-circuit self-contained breathing apparatus and type C and CE supplied-air respirators.

1,200 

RCT–ASR–STP–0120—Determination of positive pressure—open-circuit, pressure-demand self-contained 
breathing apparatus.

75 

RCT–ASR–STP–0121—Determination of rated service time—open-circuit, demand and pressure-demand, 
self-contained breathing apparatus.

75 
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Standard Test Procedure Fee 
($) 

RCT–ASR–STP–0121A—Determination of rated service time—closed-circuit, demand and pressure-de-
mand, self-contained breathing apparatus.

75 

RCT–ASR–STP–0122—Determination of exhalation breathing resistance—open-circuit, demand and pres-
sure-demand, self-contained breathing apparatus.

150 

RCT–ASR–STP–0123—Determination of gas flow measurements—open-circuit, demand and pressure-de-
mand, self-contained breathing apparatus.

150 

RCT–ASR–STP–0124—Determination of remaining service-life indicator—open-circuit, demand and pres-
sure-demand, self-contained breathing apparatus.

150 

RCT–ASR–STP–0124A—Determination of alarm pressure—closed-circuit, demand and pressure-demand, 
self-contained breathing apparatus.

150 

RCT–ASR–STP–0125—Determination of gas tightness—isoamyl acetate (IAA)—self-contained breathing 
apparatus with facepieces and mouthpieces.

750 

RCT–ASR–STP–0125A—Determination of gas tightness—isoamyl acetate (IAA)—self-contained breathing 
apparatus with hoods or helmets.

750 

RCT–ASR–STP–0126—Determination of by-pass valve flow—open-circuit, demand and pressure-demand, 
self-contained breathing apparatus.

150 

RCT–ASR–STP–0127—Determination of by-pass valve flow—closed-circuit, demand and pressure-demand, 
self-contained breathing apparatus.

150 

RCT–ASR–STP–0128—Determination of accuracy of gauge—self-contained breathing apparatus ................ 150 
RCT–ASR–STP–0132—Determination of inhalation breathing resistance—open-circuit, demand, self-con-

tained breathing apparatus.
150 

RCT–ASR–STP–0133—Determination of exhalation breathing resistance—open-circuit, pressure-demand, 
self-contained breathing apparatus using two second stage regulators.

150 

RCT–ASR–STP–0134—Determination of gasoline permeation test on breathing bags—closed-circuit, self- 
contained breathing apparatus.

750 

RCT–ASR–STP–0135—Determination of inhalation and exhalation breathing resistance—closed-circuit, de-
mand and pressure-demand, self-contained breathing apparatus.

150 

RCT–ASR–STP–0136—Determination of demand gas flow—closed-circuit, demand and pressure-demand, 
self-contained breathing apparatus.

150 

RCT–ASR–STP–0137—Determination of continuous gas flow on constant flow with demand flow—closed- 
circuit, self-contained breathing apparatus.

450 

RCT–ASR–STP–0138—Determination of safety relief valve operation—closed-circuit, demand and pres-
sure-demand, self-contained breathing apparatus.

150 

RCT–ASR–STP–0139—Determination of facepiece carbon dioxide concentrations—self-contained breathing 
apparatus.

450 

RCT–ASR–STP–0140—Man tests—self-contained breathing apparatus .......................................................... 3,000 
RCT–ASR–STP–0141—Man test number 5—closed-circuit, self-contained breathing apparatus .................... 150 
RCT–ASR–STP–0142—Determination of vibration (Ro-Tap test) for man test number 1—escape, closed- 

circuit, demand, self-contained breathing apparatus.
750 

RCT–ASR–STP–0143—Determination of low-temperature operation—minimum per manufacturer—closed- 
circuit, self-contained breathing apparatus.

1,200 

RCT–ASR–STP–0144—Determination of continuous gas flow on constant flow—closed-circuit, self-con-
tained breathing apparatus.

300 

RCT–ASR–STP–0145—Determination of sound level measurements for remaining service-life indicators— 
self-contained breathing apparatus.

750 

RCT–ASR–STP–0146—Determination of diaphragm over-pressurization—open-circuit, self-contained 
breathing apparatus with belt mounted regulators and breathing tubes.

300 

RCT–ASR–STP–0147—Determination of mode transfer test—combination, open-circuit self-contained 
breathing apparatus and supplied-air respirators (SCBA/SAR).

150 

RCT–ASR–STP–0148—Determination of remote gauge leak-flow test—open-circuit, demand and pressure- 
demand, self-contained breathing apparatus.

150 

RCT–ASR–STP–0148A—Determination of remote gauge leak-flow test—closed-circuit, demand and pres-
sure-demand, self-contained breathing apparatus.

150 

RCT–ASR–STP–0155—Man test number 6—self-contained breathing apparatus using liquefied gas ............ 2,400 

Chemical, Biological, Radiologic, Nuclear (CBRN) Air-Purifying and Air-Supplied Respirators 

NIOSH/NPPTL administrative support for all CBRN projects ............................................................................. 1,300 
# RCT–CBRN–STP–0200, 0201—Determination of open-circuit self-contained breathing apparatus (SCBA) 

performance during dynamic testing against chemical agents of sarin (GB) vapor and distilled sulfur mus-
tard (HD) vapor and liquid—GB live agent testing.

6,000 

# RCT–CBRN–STP–0200, 0201—Determination of open-circuit self-contained breathing apparatus (SCBA) 
performance during dynamic testing against chemical agents sarin (GB) vapor and of distilled sulfur mus-
tard (HD) vapor and liquid—HD live agent testing.

6,000 

# RCT–CBRN–STP–0200, 0201—aerosol process TDA–99M only ................................................................... 600 
CET–APRS–STP–CBRN–0301—Determination of CBRN organic vapor (cyclohexane) service-life test ......... 1,000 
CET–APRS–STP–CBRN–0302—Determination of CBRN acid gases (cyanogen chloride) service-life test .... 2,400 
CET–APRS–STP–CBRN–0303—Determination of CBRN acid gases (hydrogen cyanide) service-life test ..... 2,400 
CET–APRS–STP–CBRN–0304—Determination of CBRN acid gases (phosgene) service-life test .................. 1,400 
CET–APS–STP–CBRN–0305—Determination of CBRN acid gases (hydrogen sulfide) service-life test ......... 800 
CET–APRS–STP–CBRN–0306—Determination of CBRN acid gases (sulfur dioxide) service-life test ............ 800 
CET–APRS–STP–CBRN–0307—Determination of CBRN acid gases (ammonia) service-life test ................... 1,000 
CET–APRS–STP–CBRN–0308—Determination of CBRN nitrogen oxide gases (nitrogen dioxide) service-life 

test.
1,200 
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Standard Test Procedure Fee 
($) 

CET–APRS–STP–CBRN–0309—Determination of CBRN hydride gases (phosphine) service-life test ............ 1,000 
CET–APRS–STP–CBRN–0310—Determination of CBRN formaldehyde service-life test, air-purifying res-

pirators.
1,000 

CET–APRS–STP–CBRN–0311—Laboratory durability conditioning process for environmental, transportation 
and rough handling use conditions on chemical, biological, radiological, and nuclear (CBRN) respiratory 
protective devices (RPD) standard conditioning procedure (SCP)—US Army Research Development and 
Engineering Command (RDECOM) environmental conditioning.

20,000 

CET–APRS–STP–CBRN–0311—NPPTL environmental conditioning ............................................................... 16,000 
CET–APRS–STP–CBRN–0311—RDECOM modified environmental conditioning—minus 125 canisters ........ 16,000 
CET–APRS–STP–CBRN–0311—NPPTL modified environmental conditioning—minus 125 canisters ............ 8,000 
CET–APRS–STP–CBRN–0312—Determination of field of view for full facepiece chemical biological radio-

logical nuclear (CBRN) respiratory protective devices (RPD).
1,000 

TEB–CBRN–APR–STP–0313—Determination of communication performance test for speech conveyance 
and intelligibility of chemical biological radiological and nuclear (CBRN) full-facepiece air-purifying res-
pirator.

5,000 

CET–APRS–STP–CBRN–0314—Determination of lens fogging on full facepiece chemical biological radio-
logical nuclear (CBRN) air-purifying respirator.

3,000 

CET–APRS–STP–CBRN–0316—Determination of haze, luminous-transmittance, and abrasion-resistance 
properties of the primary lens system material for full-facepiece respiratory protective devices (RPD).

2,000 

# RCT–CBRN–APR–STP–0350—Determination of full facepiece, tight-fitting, negative-pressure, air-purifying 
respirator (APR) performance during dynamic testing against the chemical agent vapor sarin (GB)—quali-
fier live agent testing (QLAT) only.

7,000 

# RCT–CBRN–APR–STP–0350—remainder live agent testing (RLAT) ............................................................. 6,000 
# RCT–CBRN–APR–STP–0351—Determination of full-facepiece, tight-fitting, negative-pressure, air-purifying 

respirator (APR) performance during dynamic testing against chemical agent distilled sulfur mustard (HD) 
vapor and liquid CBRN—qualifier live agent testing (QLAT) only.

7,000 

# RCT–CBRN–APR–STP–0351—remainder live agent testing (RLAT) ............................................................. 6,000 
# RCT–CBRN–APR–STP–0350 and RCT–CBRN–APR–STP–0351—aerosol process TDA–99M ................... 600 
TEB–CBRN–APR–STP–0352—Determination of laboratory respirator protection level (LRPL) values for 

CBRN self-contained breathing apparatus (SCBA) facepieces or CBRN air-purifying respirator (APR)— 
LRPL.

20,000 

TEB–CBRN–APR–STP–0352—partial laboratory respirator protection level (LRPL) (in cases where failure 
occurs with less than 50% of subjects tested).

16,000 

* TEB–CBRN–APR–STP–0353—Weight and diameter ...................................................................................... 200 
CET–APRS–STP–CBRN–0401—Determination of CBRN organic vapor (cyclohexane) service-life test, air- 

purifying escape respirators.
1,000 

CET–APRS–STP–CBRN–0402—Determination of CBRN acid gases (cyanogen chloride) service-life test, 
air-purifying escape respirators.

2,400 

CET–APRS–STP–CBRN–0403—Determination of CBRN acid gases (hydrogen cyanide) service-life test, 
air-purifying escape respirators.

2,400 

CET–APRS–STP–CBRN–0404—Determination of CBRN acid gases (phosgene) service-life test, air-puri-
fying escape respirators.

1,400 

CET–APRS–STP–CBRN–0405—Determination of CBRN acid gases (hydrogen sulfide) service-life test, air- 
purifying escape respirators.

800 

CET–APRS–STP–CBRN–0406—Determination of CBRN acid gases (sulfur dioxide) service-life test, air-pu-
rifying escape respirators.

800 

CET–APRS–STP–CBRN–0407—Determination of CBRN base gases (ammonia) service-life test, air-puri-
fying escape respirators.

1,000 

CET–APRS–STP–CBRN–0408—Determination of CBRN nitrogen oxide gases (nitrogen dioxide) service-life 
test, air-purifying escape respirators.

1,200 

CET–APRS–STP–CBRN–0409—Determination of CBRN hydride gases (phosphine) service-life test, air-pu-
rifying escape respirators.

1,000 

CET–APRS–STP–CBRN–0410—Determination of CBRN formaldehyde service-life test, air-purifying escape 
respirators.

1,000 

CET–APRS–STP–CBRN–0411—Laboratory durability conditioning process for environmental, transportation 
and rough handling use conditions on chemical, biological, radiological and nuclear (CBRN) (air-purifying 
or self-contained) escape respirator—RDECOM environmental conditioning.

22,000 

CET–APRS–STP–CBRN–0411—NPPTL environmental conditioning ............................................................... 20,000 
* CET–APRS–STP–CBRN–0414—Fogging ....................................................................................................... 4,000 
* CET–APRS–STP–CBRN–0417—Flammability, heat resistance ..................................................................... 14,000 
# CET–APRS–STP–CBRN–0450—Determination of chemical agent permeation and penetration resistance 

performance against sarin (GB) vapor of chemical, biological, radiological, and nuclear (CBRN) air-puri-
fying escape respirator—qualifier live agent testing (QLAT) only.

7,000 

# CET–APRS–STP–CBRN–0450—remainder live agent testing (RLAT) ........................................................... 6,000 
# CET–APRS–STP–CBRN–0451—Determination of chemical agent permeation and penetration resistance 

performance against sulfur mustard (HD) liquid and vapor of the chemical, biological, radiological, and 
nuclear (CBRN) air-purifying escape respirator—qualifier live agent testing (QLAT) only.

7,000 

# CET–APRS–STP–CBRN–0451—remainder live agent testing (RLAT) ........................................................... 6,000 
# CET–APRS–STP–CBRN–0450 and CET–APRS–STP–CBRN–0451—aerosol process TDA–99M ............... 600 
TEB–CBRN–APR–STP–0452—Determination of laboratory respirator protection level (LRPL) values for 

CBRN air-purifying escape respirator—LRPL.
20,000 

TEB–CBRN–APR–STP–0452—partial LRPL ...................................................................................................... 16,000 
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Standard Test Procedure Fee 
($) 

CET–APRS–STP–CBRN–0454—Determination of human subject breathing gas (HSBG) concentrations 
(carbon dioxide and oxygen) for chemical, biological, radiological and nuclear (CBRN) air-purifying es-
cape respirator.

3,500 

* CET–APRS–STP–CBRN–0455—Human subject breathing gas test ............................................................... 6,000 
CET–APRS–STP–CBRN–0456—Determination of practical performance level for chemical, biological, radio-

logical and nuclear (CBRN) (air-purifying or self-contained) escape respirator.
(1) 

CET–APRS–STP–CBRN–0499—Determination of donning effectiveness of chemical, biological, radiological 
and nuclear (CBRN) (air-purifying or self-contained) escape respirator.

( 1) 

TEB–CBRN–STP–0501—Determination of CBRN organic vapor (cyclohexane) service-life test, tight-fitting 
powered air-purifying respirators (PAPR).

1,000 

TEB–CBRN–STP–0502—Determination of CBRN acid gases (cyanogen chloride) service-life test, tight-fit-
ting powered air-purifying respirators (PAPR).

2,400 

TEB–CBRN–STP–0503—Determination of CBRN acid gases (hydrogen cyanide) service-life test, tight-fit-
ting powered air-purifying respirators (PAPR).

2,400 

TEB–CBRN–STP–0504—Determination of CBRN acid gases (phosgene) service-life test, tight-fitting pow-
ered air-purifying respirators (PAPR).

1,400 

TEB–CBRN–STP–0505—Determination of CBRN acid gases (hydrogen sulfide) service-life test, tight-fitting 
powered air-purifying respirators (PAPR).

800 

TEB–CBRN–STP–0506—Determination of CBRN acid gases (sulfur dioxide) service-life test, tight-fitting 
powered air-purifying respirators (PAPR).

800 

TEB–CBRN–STP–0507—Determination of CBRN base gases (ammonia) service-life test, tight-fitting pow-
ered air-purifying respirators (PAPR).

1,000 

TEB–CBRN–STP–0508—Determination of CBRN nitrogen oxide gases (nitrogen dioxide) service-life test, 
tight-fitting powered air-purifying respirators (PAPR).

1,200 

TEB–CBRN–STP–0509—Determination of CBRN hydride gases (phosphine) service-life test, tight-fitting 
powered air-purifying respirators (PAPR).

1,000 

TEB–CBRN–STP–0510—Determination of CBRN formaldehyde service-life test, tight-fitting powered air-pu-
rifying respirators (PAPR).

1,000 

TEB–APR–STP–0511–CBRN—Determination of CBRN organic vapor (cyclohexane) service-life test, loose- 
fitting powered air-purifying respirators (PAPR).

1,000 

TEB–APR–STP–0512–CBRN—Determination of CBRN acid gases (cyanogen chloride) service-life test, 
loose-fitting powered air-purifying respirators (PAPR).

2,400 

TEB–APR–STP–0513–CBRN—Determination of CBRN acid gases (hydrogen cyanide) service-life test, 
loose-fitting powered air-purifying respirators (PAPR).

2,400 

TEB–APR–STP–0514–CBRN—Determination of CBRN acid gases (phosgene) service-life test, loose-fitting 
powered air-purifying respirators (PAPR).

1,400 

TEB–APR–0515–CBRN—Determination of CBRN acid gases (hydrogen sulfide) service-life test, loose-fit-
ting powered air-purifying respirators (PAPR).

800 

TEB–APR–STP–0516–CBRN—Determination of CBRN acid gases (sulfur dioxide) service-life test, loose-fit-
ting powered air-purifying respirators (PAPR).

800 

TEB–APR–STP–0517–CBRN—Determination of CBRN base gases (ammonia) service-life test, loose-fitting 
powered air-purifying respirators (PAPR).

1,000 

TEB–APR–STP–0518–CBRN—Determination of CBRN nitrogen oxide gases (nitrogen dioxide) service-life 
test, loose-fitting powered air-purifying respirators (PAPR).

1,200 

TEB–APR–STP–0519–CBRN—Determination of CBRN hydride gases (phosphine) service-life test, loose- 
fitting powered air-purifying respirators (PAPR).

1,000 

TEB–APR–STP–0520–CBRN—Determination of CBRN formaldehyde service-life test, loose-fitting powered 
air-purifying respirators (PAPR).

1,000 

NPPTL–STP–CBRN–PAPR–0550—Determination of CBRN powered air-purifying respirator (PAPR) per-
formance during dynamic testing against the chemical agent vapor sarin (GB) chemical, biological, radio-
logical and nuclear (CBRN) standard testing procedure (STP).

7,000 

NPPTL–STP–CBRN–PAPR–0551—Determination of CBRN, powered air-purifying respirator (PAPR) per-
formance during dynamic testing against chemical agent distilled sulfur mustard (HD) vapor and distilled 
sulfur mustard (HD) liquid chemical, biological, radiological, and nuclear (CBRN) standard testing proce-
dure (STP).

7,000 

TEB–CBRN–APR–STP–0552—Determination of laboratory respirator protection level (LRPL) values for 
CBRN tight-fitting powered air-purifying respirator (PAPR).

20,000 

TEB–CBRN–APR–STP–0553—Determination of laboratory respiratory protection level (LRPL) values for 
CBRN loose-fitting powered air-purifying respirator (PAPR).

20,000 

New and Unspecified Tests 

This category is to be used for new, on-going, tests which are developed between revisions of the test fee 
schedule or for special, one-time tests which are required for respirators with unique features (per 42 
CFR 84.63).

(2) 

* Draft test procedure in place, but final STP has not been published. 
# Test is conducted by U.S. Army Research, Development and Engineering Command Edgewood Chemical Biological Center 

(ECBC). 
1 No Fee, done as part of LRPL (TEB–CBRN–APR–STP–0452). 
2 $500/day + the actual cost of non-NPPTL staff (typically medical staff and test subjects). 
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[80 FR 3908, Jan. 26, 2015] 

PART 85—REQUESTS FOR HEALTH 
HAZARD EVALUATIONS 

Sec. 
85.1 Applicability. 
85.2 Definitions. 
85.3 Procedures for requesting health haz-

ard evaluations. 
85.3–1 Contents of a request for health haz-

ard evaluations. 
85.4 Acting on requests. 
85.5 Authority for investigations. 
85.6 Advance notice of visits. 
85.7 Conduct of investigations. 
85.8 Provision of suitable space for em-

ployee interviews and examinations; 
identification of employees. 

85.9 Representatives of employers and em-
ployees; employee requests. 

85.10 Imminent dangers. 
85.11 Notification of determination to em-

ployers, affected employees, and Depart-
ment of Labor. 

85.12 Subsequent requests for health hazard 
evaluations. 

AUTHORITY: Sec. 8(g), 84 Stat. 1600; 29 
U.S.C. 657(g) and sec. 508, 83 Stat. 803; 30 
U.S.C. 957. 

SOURCE: 37 FR 23640, Nov. 7, 1972, unless 
otherwise noted. 

§ 85.1 Applicability. 
This part 85 applies to health hazard 

evaluations requested by any employer 
or authorized representative of em-
ployees under section 20(a)(6) of the Oc-
cupational Safety and Health Act of 
1970 or section 501(a)(11) of the Federal 
Mine Safety and Health Act of 1977. 
This part is not intended to preclude 
the use of other channels of commu-
nication with the National Institute 
for Occupational Safety and Health to 
obtain information and technical as-
sistance concerning toxic substances or 
physical agents. 

[45 FR 2652, Jan. 14, 1980] 

§ 85.2 Definitions. 
Any term defined in the Occupational 

Safety and Health Act of 1970 or the 
Federal Mine Safety and Health Act of 
1977 and not defined below shall have 
the meaning given it in the respective 
Acts. As used in this part: 

OSH Act means the Occupational 
Safety and Health Act of 1970 (29 U.S.C. 
651, et seq.). 

FMSH Act means the Federal Mine 
Safety and Health Act of 1977 (30 U.S.C. 
801, et seq.). 

Authorized representative of employees 
means any person or organization 
meeting the conditions specified in 
§ 85.3–1(e) (1), (2), or (3). 

Employee has the same meaning as 
stated in the OSH Act and for the pur-
poses of this part includes miner as de-
fined in the FMSH Act. 

Employer has the same meaning as 
stated in the OSH Act and for the pur-
poses of this part includes Operator as 
defined in the FMSH Act. 

Health hazard evaluation means the 
investigation and the determination of 
potentially toxic or hazardous effects 
of: (a) Any substance normally used or 
found in any place of employment to 
which the OSH Act is applicable, or (b) 
any substance or physical agent nor-
mally used or found in any place of em-
ployment to which the FMSH Act is 
applicable. 

Investigation means a physical inspec-
tion of the place of employment under 
section 8 of the OSH Act or section 103 
of the FMSH Act and includes inspec-
tion, sampling, observations, review of 
pertinent records, and other measure-
ments reasonably necessary to deter-
mine whether any substance or phys-
ical agent found in the place of em-
ployment has potentially toxic or haz-
ardous effects in the concentrations or 
levels used or found. 

NIOSH means the National Institute 
for Occupational Safety and Health, 
Center for Disease Control, Public 
Health Service, Department of Health 
and Human Services. 

NIOSH officer means a NIOSH em-
ployee who has been authorized by the 
Director, NIOSH, to conduct investiga-
tions according to this part. 

Physical agent means any condition 
produced by the environment and/or 
work processes that can result in haz-
ardous effects as defined in this sec-
tion. Examples of physical agents are 
noise, temperature, illumination, vi-
bration, radiation, and pressure. 

Place of employment means any coal 
or other mine, factory, plant, estab-
lishment, construction site, or other 
area, workplace, or environment where 
work is performed by any employee of 
an employer. 
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Substance means any chemical or bio-
logical agent or dust which has the po-
tential to produce toxic effects. 

Toxic effects or hazardous effects are 
those effects which result in short- or 
long-term disease, bodily injury, affect 
health adversely, or endanger human 
life. 

[45 FR 2652, Jan. 14, 1980] 

§ 85.3 Procedures for requesting 
health hazard evaluations. 

(a) Requests for health hazard eval-
uations should be addressed to the Na-
tional Institute for Occupational Safe-
ty and Health as follows: 

(1) Requests from general industry. Haz-
ard Evaluations and Technical Assist-
ance Branch, Division of Surveillance, 
Hazard Evaluations, and Field Studies, 
NIOSH, 4676 Columbia Parkway, Cin-
cinnati, OH 45226. 

(2) Requests from mining industry. En-
vironmental Investigations Branch, Di-
vision of Respiratory Disease Studies, 
NIOSH, 944 Chestnut Ridge Road, Mor-
gantown, WV 26505. 

(b) Requests for health hazard eval-
uations shall be submitted in writing 
and signed by either: (1) The employer 
in whose place of employment the sub-
stance or physical agent is normally 
found, or (2) an authorized representa-
tive of employees (see § 85.3–1(e)) in the 
place of employment where the sub-
stance or physical agent is normally 
found. 

[45 FR 2653, Jan. 14, 1980] 

§ 85.3–1 Contents of a request for 
health hazard evaluation. 

Each request for health hazard eval-
uation shall contain: 

(a) The requester’s name, address, 
and telephone number, if any. 

(b) The name and address of the place 
of employment where the substance or 
physical agent is normally found. 

(c) The specific process or type of 
work which is the source of the sub-
stance or physical agent, or in which 
the substance or physical agent is used. 

(d) Details of the conditions or cir-
cumstances which prompted the re-
quest. 

(e) A statement, if the requester is 
not the employer, that the requester is: 

(1) An authorized representative or 
an officer of the organization rep-
resenting the employees for purposes of 
collective bargaining; or 

(2) An employee of the employer and 
is authorized by two or more employ-
ees employed in the same place of em-
ployment to represent them for pur-
poses of these Acts (each such author-
ization shall be in writing and a copy 
submitted with the request for health 
hazard evaluation); or 

(3) One of three or less employees em-
ployed in the place of employment 
where the substance or physical agent 
is normally found. 

(f) A statement indicating whether or 
not the name(s) of the requester or 
those persons who have authorized the 
requester to represent them may be re-
vealed to the employer by NIOSH. 

(g) The following supplementary in-
formation if known to the requester: 

(1) Identity of each substance or 
physical agent involved; 

(2) The trade name, chemical name, 
and manufacturer of each substance in-
volved; 

(3) Whether the substance or its con-
tainer or the source of the physical 
agent has a warning label; and 

(4) The physical form of the sub-
stance or physical agent, number of 
people exposed, length of exposure 
(hours per day), and occupations of ex-
posed employees. 

NOTE: NIOSH has developed two forms en-
titled ‘‘Request for Health Hazard Evalua-
tion’’ and ‘‘Request for Mining Health Haz-
ard Evaluation’’ to assist persons in request-
ing evaluations. The forms are available 
upon request from the offices listed in 
§ 85.3(a) (1) and (2) or from the Regional Con-
sultant for Occupational Safety and Health 
in any Regional Office of the Department of 
Health and Human Services. 

[45 FR 2653, Jan. 14, 1980] 

§ 85.4 Acting on requests. 
(a) Upon receipt of a request for 

health hazard evaluation submitted 
under this part, NIOSH will determine 
whether or not there is reasonable 
cause to justify conducting an inves-
tigation. 

(b) If NIOSH determines that an in-
vestigation is justified, a NIOSH officer 
will inspect the place of employment, 
collect samples where appropriate, and 
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perform tests necessary to the conduct 
of a health hazard evaluation, includ-
ing medical examinations of employ-
ees. 

(c) If NIOSH determines that an in-
vestigation is not justified, the re-
quester will be notified in writing of 
the decision. 

[45 FR 2653, Jan. 14, 1980] 

§ 85.5 Authority for investigations. 
(a) NIOSH officers who have been 

issued official NIOSH credentials 
(Form No. CDC/NIOSH 2.93) are author-
ized by the Director, NIOSH, under sec-
tions 20(a) (6) and 8 of the OSH Act and 
sections 501(a)(11) and 103 of the FMSH 
Act: To enter without delay any place 
of employment for the purpose of con-
ducting investigations of all pertinent 
processes, conditions, structures, ma-
chines, apparatus, devices, equipment, 
records, and materials within the place 
of employment; and to conduct medical 
examinations, anthropometric meas-
urements, and functional tests of em-
ployees within the place of employ-
ment as may be directly related to the 
specific health hazard evaluation being 
conducted. Investigations will be con-
ducted in a reasonable manner, during 
regular working hours or at other rea-
sonable times and within reasonable 
limits. In connection with any inves-
tigation, the NIOSH officers may ques-
tion privately any employer, owner, 
operator, agent, or employee from the 
place of employment; and review, ab-
stract, and duplicate records required 
by the Acts and regulations and any 
other related records. 

(b) Areas under investigation which 
contain information classified by any 
agency of the United States Govern-
ment in the interest of national secu-
rity will be investigated only by 
NIOSH officers who have obtained the 
proper security clearance and author-
ization. 

[45 FR 2653, Jan. 14, 1980] 

§ 85.6 Advance notice of visits. 
(a) Advance notice of visits to the 

place of employment may be given to 
expedite a thorough and effective in-
vestigation. Advance notice will not be 
given when, in the judgment of the 
NIOSH officer, giving such notice 

would adversely affect the validity and 
effectiveness of the investigation. 

(b) Where a request in accordance 
with this part has been made by an au-
thorized representative of employees, 
advance notice in accordance with 
paragraph (a) of this section will be 
given by NIOSH to the requester, the 
representative of the employees for 
purposes of collective bargaining if 
such representative is other than the 
requester, and to the employer. 

(c) Where a request in accordance 
with this part has been made by any 
employer, advance notice will be given 
by NIOSH to the employer. Upon the 
request of the employer, NIOSH will in-
form the authorized representative of 
employees of the visit: Provided, The 
employer furnishes NIOSH in writing 
with the identity of such representa-
tive and with such information as is 
necessary to enable NIOSH promptly to 
inform such representative of the visit. 

§ 85.7 Conduct of investigations. 
(a) Prior to beginning an investiga-

tion, NIOSH officers shall present their 
credentials to the owner, operator, or 
agent in charge at the place of employ-
ment, explain the nature, purpose, and 
scope of the investigation and the 
records specified in § 85.5 which they 
wish to review. Where the investiga-
tion is the result of a request sub-
mitted by an authorized representative 
of employees, a copy of the request 
shall be provided to the employer, ex-
cept where the requester or any person 
authorizing the requester pursuant to 
§ 85.3–1(e)(2) has indicated that NIOSH 
not reveal his name to the employer, in 
which case a summary of the basis for 
the request shall be provided to the 
employer. 

(b) At the commencement of an in-
vestigation, the employer should pre-
cisely identify information which can 
be obtained in the workplace or work-
places to be inspected as trade secrets. 
If the NIOSH officer has no clear rea-
son to question such identification, 
such information shall not be disclosed 
except in accordance with the provi-
sions of section 20(a)(6) and section 15 
of the OSH Act or section 501(a)(11) of 
the FMSH Act. However, if NIOSH at 
any time questions such identification 
by an employer, not less than 15 days’ 
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notice to an employer shall be given of 
the intention to remove the trade se-
cret designation from such informa-
tion. The employer may within that 
period submit a request to the Direc-
tor, NIOSH, to reconsider this inten-
tion and may provide additional infor-
mation in support of the trade secret 
designation. The Director, NIOSH, 
shall notify the employer in writing of 
the decision which will become effec-
tive no sooner than 15 days after the 
date of such notice. 

(c) NIOSH officers are authorized to 
collect environmental samples and 
samples of substances or measurements 
of physical agents (including measure-
ment of employee exposure by the at-
tachment of personal sampling devices 
to employees with their consent), to 
take or obtain photographs related to 
the purpose of the investigation, em-
ploy other reasonable investigative 
techniques, including medical exami-
nations of employees with the consent 
of such employees, and to question pri-
vately any employer, owner, operator, 
agent, or employee. The employer shall 
have the opportunity to review photo-
graphs taken or obtained for the pur-
pose of identifying those which contain 
or might reveal a trade secret. 

(d) NIOSH officers shall comply with 
all safety and health rules and prac-
tices at the place of employment being 
investigated, and they shall provide 
and use appropriate protective clothing 
and equipment. In situations requiring 
specialized or unique types of protec-
tive equipment, such equipment shall 
be furnished by the employer. 

(e) The conduct of investigations 
shall be such as to preclude unreason-
able disruption of the operations of the 
employer’s establishment. 

[37 FR 23640, Nov. 7, 1972, as amended at 45 
FR 2653, Jan. 14, 1980; 49 FR 4739, Feb. 8, 1984] 

§ 85.8 Provision of suitable space for 
employee interviews and examina-
tions; identification of employees. 

An employer shall, in request of the 
NIOSH officer, provide suitable space, 
if such space is reasonably available, to 
NIOSH to conduct private interviews 
with, and examinations of, employees. 
NIOSH officers shall consult with the 
employer as to the time and place of 
the medical examination and shall 

schedule such examinations so as to 
avoid undue disruption of the oper-
ations of the employer’s establishment. 
NIOSH shall conduct, and assume the 
medical costs of, examinations con-
ducted under this part. 

§ 85.9 Representatives of employers 
and employees; employee requests. 

(a) NIOSH officers shall be in charge 
of investigations. Where the request for 
a health hazard evaluation has been 
made by an authorized representative 
of employees, a representative of the 
employer and a representative author-
ized by his employees who is an em-
ployee of the employer shall be given 
an opportunity to accompany the 
NIOSH officer during the initial phys-
ical inspection of any workplace for 
the purpose of aiding the investigation 
by identifying the suspected hazard. 
The NIOSH officer may permit addi-
tional employer representatives and 
such additional representatives author-
ized by employees to accompany him 
where he determines that such addi-
tional representatives will further aid 
the investigation. However, if in the 
judgment of the NIOSH officer, good 
cause has been shown why accompani-
ment by a third party who is not an 
employee of the employer is reasonably 
necessary to the conduct of an effective 
and thorough investigation of the 
workplace, such third party may ac-
company the NIOSH officer during the 
inspection: Provided, however, That ac-
cess by such persons to areas described 
in paragraph (d) of this section shall be 
in accordance with the requirements of 
such provision, and access to areas de-
scribed in paragraph (e) of this section 
shall be with the consent of the em-
ployer. A different employer and em-
ployee representative may accompany 
the officer during each different phase 
of an inspection if this will not inter-
fere with the conduct of the investiga-
tion. 

(b) NIOSH officers are authorized to 
resolve all disputes as to who is the 
representative authorized by the em-
ployer and employees for the purpose 
of this section. If there is no authorized 
representative of employees, or if the 
NIOSH officer is unable to determine 
with reasonable certainty who is such 
representative, he shall consult with a 
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reasonable number of employees con-
cerning matters directly related to the 
health hazard evaluation. 

(c) NIOSH officers are authorized to 
deny the right of accompaniment under 
this section to any person whose con-
duct interferes with a fair and orderly 
physical inspection. 

(d) With regard to information classi-
fied by an agency of the U.S. Govern-
ment in the interest of national secu-
rity, only persons authorized to have 
access to such information may accom-
pany an officer in areas containing 
such information. 

(e) Upon request of an employer, any 
representative authorized under this 
§ 85.9 by employees in any area con-
taining trade secrets shall be an em-
ployee in that area or an employee au-
thorized by the employer to enter that 
area. 

§ 85.10 Imminent dangers. 

Whenever, during the course of, or as 
a result of, an investigation under this 
part, the NIOSH officer believes that 
there is a reasonable basis for an alle-
gation of an imminent danger, NIOSH 
will immediately advise the employer 
and those employees who appear to be 
in immediate danger of such allegation 
and will inform appropriate representa-
tives of the Department of Labor or the 
State agency designated under section 
18(b) of the OSH Act. 

[37 FR 23640, Nov. 7, 1972, as amended at 45 
FR 2653, Jan. 14, 1980] 

§ 85.11 Notification of determination 
to employers, affected employees 
and Department of Labor. 

(a) Upon conclusion of an investiga-
tion, NIOSH will make a determination 
concerning the potentially toxic or 
hazardous effects of each substance or 
physical agent investigated as a result 
of the request for health hazard evalua-
tion. At a minimum, the determination 
will: (1) Identify each substance or 
physical agent involved and describe, 
where appropriate, the concentrations 
or levels of the substance or physical 
agent found in the place of employ-
ment and the conditions of use, and (2) 
state whether each substance or phys-
ical agent has potentially toxic or haz-
ardous effects in the concentrations or 

levels found, as well as the basis for the 
judgments. 

(b) Copies of the determination will 
be mailed to the employer and to the 
authorized representatives of employ-
ees. 

(c) Except as hereinafter provided, 
the employer shall post a copy of the 
determination for a period of 30 cal-
endar days at or near the workplace(s) 
of affected employees. The employer 
shall take steps to insure that the 
posted determinations are not altered, 
defaced, or covered by other material 
during such period. The employer will 
not be required to post the determina-
tion if the employer requests that cop-
ies of the determination be mailed to 
affected employees and furnishes 
NIOSH with a list of the names and 
mailing addresses of the employees em-
ployed in the workplace(s) designated 
by the NIOSH Officer. In the latter 
event, NIOSH will mail such copies to 
affected employees at the mailing ad-
dresses provided by the employer. 

(d) For purposes of this section, the 
term ‘‘affected employees’’ means 
those employees determined by NIOSH 
to be exposed to the substance(s) or 
physical agent(s) which is the subject 
of the health hazard evaluation. 

(e) Copies of determinations made 
under the OSH Act will be forwarded to 
the Department of Labor and the ap-
propriate State agency designated 
under section 18(b) of the OSH Act. 
Copies of determinations made under 
the FMSH Act will be forwarded to the 
Mine Safety and Health Administra-
tion of the Department of Labor; the 
Bureau of Mines, Department of the In-
terior; and the State agency which, in 
the judgment of NIOSH, would benefit 
the most from the information. If 
NIOSH determines that any substance 
or physical agent has potentially toxic 
or hazardous effects at the concentra-
tions or levels at which it is used or 
found in a place of employment, and 
the substance or physical agent is not 
covered by a safety or health standard 
established under section 6 of the OSH 
Act or section 101 of the FMSH Act, 
NIOSH will immediately submit the 
determination to the Secretary of 
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Labor, together with all pertinent cri-
teria. 

[37 FR 23640, Nov. 7, 1972, as amended at 45 
FR 2653, Jan. 14, 1980] 

§ 85.12 Subsequent requests for health 
hazard evaluations. 

If a request is received for a health 
hazard evaluation in a place of employ-
ment in which an evaluation under this 
part was made previously, NIOSH may 
make another investigation if, as a re-
sult of the passage of time or addi-
tional information, another investiga-
tion would be consistent with the pur-
poses of the Acts. 

[45 FR 2654, Jan. 14, 1980] 

PART 85a—OCCUPATIONAL SAFE-
TY AND HEALTH INVESTIGATIONS 
OF PLACES OF EMPLOYMENT 

Sec. 
85a.1 Applicability. 
85a.2 Definitions. 
85a.3 Authority for investigations of places 

of employment. 
85a.4 Procedures for initiating investiga-

tions of places of employment. 
85a.5 Conduct of investigations of places of 

employment. 
85a.6 Provision of suitable space for em-

ployee interviews and examinations. 
85a.7 Imminent dangers. 
85a.8 Reporting of results of investigations 

of places of employment. 

AUTHORITY: Sec. 8(g), 84 Stat. 1600; 29 
U.S.C. 657(g) and sec. 508, 83 Stat. 803; 30 
U.S.C. 957. 

§ 85a.1 Applicability. 
(a) Except as otherwise provided in 

paragraph (b) of this section, the provi-
sions of this part apply to investiga-
tions of places of employment which 
are conducted by NIOSH under sections 
20 and 8 of the Occupational Safety and 
Health Act of 1970 and sections 501 and 
103 of the Federal Mine Safety and 
Health Act of 1977. 

(b) The provisions of this part do not 
apply to those activities covered by 
part 85 of this chapter. 

[41 FR 45002, Oct. 14, 1976, as amended at 45 
FR 2654, Jan. 14, 1980] 

§ 85a.2 Definitions. 
Any term defined in the Occupational 

Safety and Health Act of 1970 or the 

Federal Mine Safety and Health Act of 
1977 and not defined below shall have 
the meaning given it in the Acts. As 
used in this part: 

Assistant Regional Director means any 
one of the ten Occupational Safety and 
Health Administration Assistant Re-
gional Directors for Occupational Safe-
ty and Health. 

Employee has the same meaning as 
stated in the OSH Act and for the pur-
poses of this part includes miner as de-
fined in the FMSH Act. 

Employer has the same meaning as 
stated in the OSH Act and for the pur-
poses of this part includes operator as 
defined in the FMSH Act. 

FMSH Act means the Federal Mine 
Safety and Health Act of 1977 (30 U.S.C. 
801 et seq.). 

Informed consent means the knowing 
consent of an individual or his legally 
authorized representative, so situated 
as to be able to exercise free power of 
choice without undue inducement or 
any element of force, fraud, deceit, du-
ress, or other form of constraint or co-
ercion. The basic elements of informa-
tion necessary to such consent include: 

(1) A fair explanation of the proce-
dures to be followed, and their pur-
poses, including identification of any 
procedures which are experimental; 

(2) A description of any attendant 
discomforts and risks reasonably to be 
expected; 

(3) A description of any benefits rea-
sonably to be expected; 

(4) A disclosure of any appropriate al-
ternative procedures that might be ad-
vantageous for the subject; 

(5) An offer to answer any inquiries 
concerning the procedures; and 

(6) An instruction that the person is 
free to withdraw his consent and to dis-
continue participation in the inves-
tigation any time without prejudice to 
the subject. 

Investigation means research projects, 
experiments, demonstrations, studies, 
and similar activities of NIOSH which 
are conducted under section 20 of the 
OSH Act and section 501 of the FMSH 
Act. 

Legally authorized representative 
means an individual or judicial or 
other body authorized under applicable 
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law to consent on behalf of a prospec-
tive subject to such subject’s participa-
tion in the particular activity or proce-
dure. 

MSHA District Office means any one 
of the Mine Safety and Health Admin-
istration’s District Offices. 

NIOSH means the National Institute 
for Occupational Safety and Health of 
the Centers for Disease Control and 
Prevention, Department of Health and 
Human Services. 

NIOSH authorized representative 
means a person authorized by NIOSH 
to conduct investigations of places of 
employment, including any person that 
is fulfilling a contract agreement with 
NIOSH or is serving as an expert or 
consultant to NIOSH pursuant to the 
Act. 

OSH Act means the Occupational 
Safety and Health Act of 1970 (29 U.S.C. 
651 et seq.). 

Place of employment means any coal 
or other mine, factory, plant, estab-
lishment, construction site, or other 
area, workplace or environment where 
work is performed by any employee of 
an employer. 

[79 FR 2792, Jan. 16, 2014] 

§ 85a.3 Authority for investigations of 
places of employment. 

(a) NIOSH authorized representatives 
who have been issued official NIOSH 
credentials are authorized by the Di-
rector, NIOSH, under sections 20 and 8 
of the OSH Act, sections 501 and 103 of 
the FMSH Act, and this part. To enter 
without delay any place of employment 
for the purpose of conducting inves-
tigations of all pertinent processes, 
conditions, structures, machines, appa-
ratus, devices, equipment, and mate-
rials within the place of employment; 
and to conduct medical examinations, 
anthropometric measurements and 
functional tests of employees within 
the place of employment as may be di-
rectly related to the specific investiga-
tion being conducted. Such investiga-
tions will be conducted in a reasonable 
manner, during regular working hours 
or at other reasonable times and with-
in reasonable limits. In connection 
with any investigations, such NIOSH 
authorized representatives may ques-
tion privately any employer, owner, 
operator, agent, or employee from the 

place of employment; and review, ab-
stract, or duplicate employment 
records, medical records, records re-
quired by the Act and regulations, and 
other related records. In those in-
stances where systems of records sub-
ject to review, abstraction or duplica-
tion are of a confidential nature, such 
as medical records, and are abstracted 
or duplicated, NIOSH will maintain 
such systems in accordance with the 
Privacy Act of 1974 (5 U.S.C. 552a) and 
the implementing regulation of the De-
partment of Health and Human Serv-
ices (45 CFR part 5b). 

(b) Areas under investigation which 
contain information classified by any 
agency of the United States Govern-
ment in the interest of national secu-
rity will be investigated only by 
NIOSH authorized representatives who 
have obtained the appropriate security 
clearance and authorization. 

[41 FR 45002, Oct. 14, 1976, as amended at 45 
FR 2654, Jan. 14, 1980] 

§ 85a.4 Procedures for initiating inves-
tigations of places of employment. 

(a) Except as otherwise provided in 
paragraph (b) of this section, NIOSH 
authorized representatives will contact 
an official representative of the place 
of employment prior to any site visits 
and will provide the details of why an 
investigation of the place of employ-
ment is being conducted. Prior to the 
initiation of a site visit of a place of 
employment, representatives of the fol-
lowing organizations will be advised of 
the site visit and the reason for its con-
duct: 

(1) The appropriate State agency des-
ignated under section 18(b) of the OSH 
Act, or if no State agency has been des-
ignated under the OSH Act and in the 
case of the FMSH Act, the State agen-
cy which, in the judgment of NIOSH, 
would benefit the most from the inves-
tigation’s findings; 

(2) The local union at the place of 
employment, if any; 

(3) The appropriate Assistant Re-
gional Director, when investigations 
are conducted under the OSH Act; 

(4) The appropriate MSHA District 
Office when investigations are con-
ducted under the FMSH Act. 
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(b) Advance notice of site visits will 
not be given to the place of employ-
ment or local union at the place of em-
ployment when, in the judgment of the 
NIOSH authorized representatives, giv-
ing such notice would adversely affect 
the validity and effectiveness of an in-
vestigation. Those individuals and or-
ganizations specified in § 85a.4(a)(1), 
(a)(3), and (a)(4) will be notified prior 
to the initiation of such a site visit. 
After the site visit has been initiated, 
and, as soon as possible thereafter, the 
NIOSH authorized representatives will 
contact the organizations specified in 
§ 85a.4(a)(2) concerning the nature and 
details of the site visit. 

(c) In those instances where site vis-
its are not necessary to the conduct of 
an investigation, the NIOSH authorized 
representatives will contact an official 
representative of the place of employ-
ment either verbally or through a writ-
ten communication and provide the de-
tails of why an investigation of the 
place of employment is being con-
ducted. If appropriate, the NIOSH au-
thorized representatives will contact 
those individuals or organizations stip-
ulated in paragraphs (a)(1) through (4) 
of this section about the nature and de-
tails of the investigation. 

[41 FR 45002, Oct. 14, 1976, as amended at 45 
FR 2654, Jan. 14, 1980; 79 FR 2792, Jan. 16, 
2014] 

§ 85a.5 Conduct of investigations of 
places of employment. 

(a)(1) Prior to beginning a site visit, 
NIOSH authorized representatives will 
present their credentials to the em-
ployer, owner, operator or agent in 
charge at the place of employment, ex-
plain the nature, purpose and scope of 
the investigation and the records speci-
fied in § 85a.3 which they wish to re-
view, abstract or duplicate. 

(2) In those instances where site vis-
its are not necessary to the conduct of 
an investigation and the initial contact 
is made verbally, NIOSH authorized 
representatives will, at the request of 
the employer, owner, operator or agent 
in charge at the place of employment, 
provide a written explanation of the 
nature, purpose and scope of the inves-
tigation and the records specified in 
§ 85a.3 which they wish to review, ab-
stract or duplicate. 

(b)(1) At the commencement of an in-
vestigation, the employer, owner, oper-
ator or agent in charge at the place of 
employment shall precisely identify 
that information which is trade secret 
and might be seen or obtained by the 
NIOSH authorized representatives dur-
ing the investigation. If the NIOSH au-
thorized representatives have no clear 
reason to question such identification, 
such information will not be disclosed 
by NIOSH in accordance with the pro-
visions of section 15 of the OSH Act. 
Generally, NIOSH will not question 
trade secret designations; however, if 
NIOSH at any time does question such 
identification, not less than 15 days’ 
notice to the employer, owner, oper-
ator or agent will be given of the inten-
tion to remove the trade secret des-
ignation from such information. The 
employer, owner, operator or agent 
may within that period submit a re-
quest to the Director, NIOSH, to recon-
sider this intention and may provide 
additional information in support of 
the trade secret designation. The Di-
rector, NIOSH, will notify the em-
ployer, owner, operator or agent in 
writing of the decision which will be-
come effective no sooner than 15 days 
after the date of such notice. 

(2) In those instances where the 
NIOSH authorized representative is a 
person fulfilling a contract agreement 
with NIOSH or is serving as an expert 
or consultant to NIOSH pursuant to 
the Act, the employer, owner, operator 
or agent in charge at the place of em-
ployment may, after advising the 
NIOSH contractor or consultant in 
writing, elect to withhold information 
deemed to be a trade secret from such 
a NIOSH authorized representative or 
prohibit entry into the area of the 
place of employment where such entry 
will reveal trade secrets. In those in-
stances, where the subject information 
is needed or access to the area of the 
place of employment is necessary, in 
the judgment of NIOSH, to fulfill the 
goals of the investigation, NIOSH reg-
ular employees will then obtain the in-
formation or enter the subject area of 
the place of employment. 

(c)(1) NIOSH authorized representa-
tives will be in charge of site visits 
conducted pursuant to this part. 
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(2) Where there is a request by the 
representative of the State agency and/ 
or employees, who were notified pursu-
ant to § 85a.4(a)(1) or § 85a.4(a)(2) to ac-
company the NIOSH authorized rep-
resentatives during the site visit of the 
place of employment, the NIOSH au-
thorized representatives will allow this 
request if they determine that this will 
aid the investigation; or where, in the 
judgment of the NIOSH authorized rep-
resentatives, good cause has been 
shown why accompaniment by a third 
party who is not an employee of the 
employer is reasonably necessary to 
the conduct of an effective and thor-
ough site visit, they may permit such 
third party to accompany them during 
the site visit: Provided however, That 
access by such person(s) to areas de-
scribed in § 85a.5(c)(4) shall be in ac-
cordance with the requirements of such 
provision and access to areas con-
taining trade secrets shall be with the 
consent of the employer, owner, oper-
ator or agent in charge at the place of 
employment. 

(3) NIOSH authorized representatives 
are authorized to deny the right of ac-
companiment under this paragraph to 
any person whose conduct in their 
judgment interferes with a fair and or-
derly site visit. In all instances, a rep-
resentative of the employer shall be 
permitted to accompany the NIOSH au-
thorized representatives during the site 
visit of the place of employment. 

(4) With regard to information classi-
fied by an agency of the United States 
Government in the interest of national 
security, only persons authorized to 
have access to such information may 
accompany NIOSH authorized rep-
resentatives in areas containing such 
information. 

(d)(1) NIOSH authorized representa-
tives are authorized: To collect envi-
ronmental samples and samples of sub-
stances; to measure environmental 
conditions and employee exposures (in-
cluding measurement of employee ex-
posure by the attachment of personal 
sampling devices to employees with 
their consent); to take or obtain photo-
graphs, video recordings related to the 
purpose of the investigation; to employ 
other reasonable investigative tech-
niques, including medical examina-
tions, anthropometric measurements 

and standardized and experimental 
functional tests of employees with the 
informed consent of such employees; to 
review, abstract, and duplicate such 
personnel records as are pertinent to 
mortality, morbidity, injury, safety, 
and other similar studies; and to ques-
tion and interview privately any em-
ployer, owner, operator, agency, or em-
ployee from the place of employment. 
The employer, owner, operator, or 
agency shall have the opportunity to 
review photographs, and video record-
ings taken or obtained for the purpose 
of identifying those which contain or 
might reveal a trade secret. 

(2) Prior to the conduct of medical 
examinations, anthropometric meas-
urements or functional tests of any 
employees, the NIOSH authorized rep-
resentatives will obtain approval of the 
procedures to be utilized from the 
NIOSH Institutional Review Board and 
no employee examination, measure-
ment or test will be undertaken with-
out the informed consent of such em-
ployee. 

(e) NIOSH authorized representatives 
will comply with all safety and health 
rules and practices at the place of em-
ployment and all NIOSH, Occupational 
Safety and Health Administration, and 
Mine Safety and Health Administra-
tion regulations and policies during a 
site visit and will provide and use ap-
propriate protective clothing and 
equipment. In situations requiring spe-
cialized or unique types of protective 
equipment, such equipment shall be 
furnished by the employer, owner, op-
erator or agent in charge at the place 
of employment. 

(f) The conduct of site visits will be 
such as to preclude unreasonable dis-
ruption of the operations of the place 
of employment. 

[41 FR 45002, Oct. 14, 1976, as amended at 45 
FR 2654, Jan. 14, 1980; 49 FR 4739, Feb. 8, 1984; 
79 FR 2793, Jan. 16, 2014] 

§ 85a.6 Provision of suitable space for 
employee interviews and examina-
tions. 

An employer, owner, operator or 
agent in charge at the place of employ-
ment shall, on request of the NIOSH 
authorized representatives, provide 
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suitable space at the place of employ-
ment, if such space is reasonably avail-
able, to NIOSH to conduct private 
interviews with, and medical examina-
tions, anthropometric measurements 
and functional tests of employees. 
NIOSH authorized representatives will 
consult with the employer, owner, op-
erator or agent as to the time and 
place of the private interviews, medical 
examination, anthropometric measure-
ments and functional tests and will 
schedule same so as to avoid undue dis-
ruption of work at the place of employ-
ment. NIOSH will conduct the medical 
interviews, measurements, examina-
tions and tests specified under this 
part at its own expense. 

[41 FR 45002, Oct. 14, 1976] 

§ 85a.7 Imminent dangers. 

Whenever, during the course of, or as 
a result of, an investigation under this 
part, the NIOSH authorized representa-
tives believe there is a reasonable basis 
for an allegation of an imminent dan-
ger, NIOSH will immediately advise 
the employer, owner, operator or agent 
in charge at the place of employment 
and those employees who appear to be 
in immediate danger of such allegation 
and will inform the agencies identified 
in § 85a.4(a) through (4). 

[79 FR 2793, Jan. 16, 2014] 

§ 85a.8 Reporting of results of inves-
tigations of places of employment. 

(a)(1) Specific reports of investiga-
tions of each place of employment 
under this part, with identification of 
the place of employment, will be made 
available by NIOSH to the employer, 
owner, operator or agent in charge at 
the place of employment, with copies 
to the appropriate officials and Agen-
cies notified pursuant to § 85a.4(a). 
Prior to release of such reports, a pre-
liminary report will be sent by NIOSH 
to the employer, owner, operator or 
agent for review for trade secret infor-
mation and technical inaccuracies that 
may inadvertently be presented in the 
report. If requested in writing, the data 
used to compile the reports will be 
made available by NIOSH to the em-
ployer, owner, operator or agent in 
charge at the place of employment, ex-

cept that data will not be released in a 
form that is individually identifiable. 

(2) All specific reports of investiga-
tions of each place of employment 
under this part will be available to the 
public from the NIOSH Education and 
Information Division, 4676 Columbia 
Parkway, Cincinnati, Ohio 45226. 

(3) In certain instances, specific re-
ports of investigations of each place of 
employment will not be prepared. In 
such instances, a closing conference at 
the place of employment will be con-
ducted by the NIOSH authorized rep-
resentatives and those individuals par-
ticipating in the site visit to discuss 
the findings of the site visit and appro-
priate recommendations. 

(b)(1) Any specific findings of indi-
vidual employee medical examinations, 
anthropometric measurements and 
functional tests will be released by 
NIOSH authorized representatives to 
the company physician, private physi-
cian, or other person only pursuant to 
the written authorization of the em-
ployee; otherwise, the specific findings 
and other personal records concerning 
individuals will be maintained in ac-
cordance with 45 CFR part 5b and sec-
tion 3 of the Privacy Act of 1974 (5 
U.S.C. 552a). Notice of all NIOSH sys-
tems of records as defined in 45 CFR 
5b.1(n) as a result of the investigations 
of places of employment pursuant to 
this part will be published in the FED-
ERAL REGISTER under Notices of Sys-
tems of Records for the Department of 
Health and Human Services. 

(2) In cases where an employee shows 
positive significant medical findings, 
the employee and the physician(s) des-
ignated by the employee under 
§ 85a.8(b)(1) will be immediately noti-
fied by NIOSH. 

(3) A summary of the findings of the 
examinations for each employee will be 
sent by NIOSH to the individual. 

(c) The findings of a total investiga-
tion generally will be disseminated as 
part of NIOSH criteria documents, 
NIOSH technical reports, NIOSH infor-
mation packets, scientific journals, 
presentations at technical meetings, or 
in other similar manners. These find-
ings of a total investigation will be 
presented in a manner which does not 
identify any specific place of employ-
ment; however, it should be noted that 
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the specific reports of investigations of 
each place of employment under this 
part are subject to mandatory disclo-
sure, upon request, under the provi-
sions of the Freedom of Information 
Act (5 U.S.C. 552). 

[41 FR 45002, Oct. 14, 1976, as amended at 79 
FR 2793, Jan. 16, 2014] 

PART 86—GRANTS FOR EDU-
CATION PROGRAMS IN OCCU-
PATIONAL SAFETY AND HEALTH 

Subpart A—General 

Sec. 
86.1 Applicability. 
86.2 Definitions. 
86.3 Inventions and discoveries. 
86.4 Publications and copyrights. 
86.5 Grant appeals procedure. 

Subpart B—Occupational Safety and 
Health Training Grants 

86.10 Nature and purpose of training grants. 
86.11 Eligibility. 
86.12 Application for a grant. 
86.13 Project requirements. 
86.14 Evaluation and grant award. 
86.15 Payments. 
86.16 Use of project funds. 
86.17 Nondiscrimination. 
86.18 Grantee accountability. 
86.19 Human subjects; animal welfare. 
86.20 Additional conditions. 
86.21 Applicability of 45 CFR part 74. 

Subpart C—Occupational Safety and 
Health Direct Traineeships 

86.30 Nature and purpose of direct 
traineeships. 

86.31 Eligibility; minimum requirements. 
86.32 Application for direct traineeship. 
86.33 Human subjects; animal welfare. 
86.34 Evaluation and award of direct 

traineeships. 
86.35 Payments. 
86.36 Duration and continuation. 
86.37 Terms and conditions. 
86.38 Accountability. 
86.39 Termination of direct traineeship. 

AUTHORITY: Sec. 8(g), 84 Stat. 1600, 29 
U.S.C. 657(g); sec. 21(a), 84 Stat. 1612, 29 
U.S.C. 670(a). 

SOURCE: 40 FR 29076, July 10, 1975, unless 
otherwise noted. 

Subpart A—General 

§ 86.1 Applicability. 
The regulations of this part are ap-

plicable to the award of training grants 
and direct traineeships pursuant to 
section 21(a)(1) of the Occupational 
Safety and Health Act of 1970 (29 U.S.C. 
670(a)(1)) to assist in providing an ade-
quate supply of qualified personnel to 
carry out the purposes of the Act. 

§ 86.2 Definitions. 
Any term not defined herein shall 

have the same meaning as given it in 
the Act. As used in this part: 

(a) Act means the Occupational Safe-
ty and Health Act of 1970 (29 U.S.C. 651 
et seq.). 

(b) [Reserved] 
(c) Secretary means the Secretary of 

Health and Human Services and any 
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved 
has been delegated. 

(d) State means a State of the United 
States, the District of Columbia, Puer-
to Rico, the Virgin Islands, American 
Samoa, Guam, and the Trust Territory 
of the Pacific Islands. 

(e) Training means job-specific skill 
development, the purpose of which is to 
provide qualified personnel to carry 
out the purposes of the Act. 

[40 FR 29076, July 10, 1975, as amended at 47 
FR 53012, Nov. 24, 1982] 

§ 86.3 Inventions and discoveries. 
Any grant award pursuant to § 86.14 

or § 86.33 is subject to the regulations of 
the Department of Health and Human 
Services as set forth in 45 CFR parts 6 
and 8, as amended. Such regulations 
shall apply to any activity for which 
grant funds are in fact used whether 
within the scope of the project as ap-
proved or otherwise. Appropriate meas-
ures shall be taken by the grantee and 
by the Secretary to assure that no con-
tracts, assignments or other arrange-
ments inconsistent with the grant obli-
gation are continued or entered into 
and that all personnel involved in the 
supported activity are aware of and 
comply with such obligations. Labora-
tory notes, related technical data, and 
information pertaining to inventions 
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and discoveries shall be maintained for 
such periods, and filed with or other-
wise made available to the Secretary, 
or those he may designate at such 
times and in such manner, as he may 
determine necessary to carry out such 
Department regulations. 

§ 86.4 Publications and copyrights. 
Except as may otherwise be provided 

under the terms and conditions of the 
award, the grantee may copyright 
without prior approval any publica-
tions, films or similar materials devel-
oped or resulting from a project sup-
ported by a grant under this part, sub-
ject, however, to a royalty-free, non-
exclusive, and irrevocable license or 
right in the Government to reproduce, 
translate, publish, use, disseminate, 
and dispose, of such materials and to 
authorize others to do so. 

§ 86.5 Grant appeals procedure. 
The informal Public Health Service 

procedure for resolution of post-award 
grant disputes set forth in subpart D of 
part 50 of this title and the Department 
post-award grant appeals procedure in 
45 CFR part 16 are applicable to any 
award made pursuant to this part. 

Subpart B—Occupational Safety 
and Health Training Grants 

§ 86.10 Nature and purpose of training 
grants. 

(a) Long-term training project grant. A 
long-term training project grant is an 
award of funds to an eligible institu-
tion or agency, hereinafter called the 
‘‘grantee,’’ to pay part or all of the 
costs of organized identifiable activi-
ties, hereinafter termed the ‘‘project,’’ 
that are undertaken to establish, 
strengthen, or expand graduate, under-
graduate, or special training, of per-
sons in the field of occupational safety 
and health. Such grants may be used to 
support training in, for example, occu-
pational medicine, industrial hygiene, 
industrial nursing and occupational 
safety engineering and the training of 
technicians and paraprofessionals in 
such areas. 

(b) Short-term training project grant. A 
short-term training project grant is an 
award of funds to an eligible institu-
tion or agency, hereinafter called the 

‘‘grantee,’’ to pay part or all of the 
costs of organized identifiable activi-
ties, hereinafter termed the ‘‘project’’ 
that are undertaken to provide inten-
sive training programs of less than 1 
year for any one or a combination of 
the following purposes: 

(1) To provide specialized instruction 
for occupational safety and health pro-
fessional or career personnel which will 
increase their competence in an area in 
their respective fields. 

(2) To prepare or expand the capabili-
ties of occupational safety and health 
professional or career personnel for 
leadership roles as administrators or 
supervisors, and 

(3) To prepare or expand the teaching 
capabilities of occupational safety and 
health professionals and career per-
sonnel. 

(c) Educational Resource Center Grant. 
An educational resource center grant is 
an award of funds to an eligible institu-
tion or agency, hereinafter called the 
‘‘grantee,’’ to pay part or all of the 
costs of organized identifiable activi-
ties, hereinafter termed the ‘‘project,’’ 
that are undertaken to provide for the 
combination of long-term and short- 
term training activities as described in 
§ 86.13 (c). 

[40 FR 29076, July 10, 1975, as amended at 42 
FR 52401, Sept. 30, 1977] 

§ 86.11 Eligibility. 

(a) Eligible applicants. Any public or 
private educational or training agency 
or institution located in a state is eli-
gible to apply for a grant under this 
subpart. 

(b) Projects eligible for long-term or 
short-term training grants or educational 
resource center grants. Any project 
found by the Secretary to be a long- 
term training project within the mean-
ing of § 86.10(a) or a short-term training 
project within the meaning of § 86.10(b) 
or an educational resource center grant 
project within the meaning of § 86.10(c) 
shall be eligible for a grant award. 
However, no applicant is eligible for as-
sistance for a separate training project 
grant in any project period in which it 
receives an educational resource center 
grant. Nothing in the section shall pre-
vent an existing training grant from 
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1 Applications and instructions may be ob-
tained from the Procurement and Grants Of-
fice, Centers for Disease Control, Atlanta, 
GA 30333. 

being incorporated into an educational 
resource center grant award. 

[40 FR 29076, July 10, 1975, as amended at 42 
FR 52401, Sept. 30, 1977; 47 FR 53012, Nov. 24, 
1982] 

§ 86.12 Application for a grant. 
(a) An application for a grant under 

this subpart shall be submitted to the 
Secretary at such time and in such 
form and manner as the Secretary may 
prescribe. 1 The application shall con-
tain a full and adequate description of 
the project and of the manner in which 
the applicant intends to conduct the 
project in accordance with the require-
ments of this subpart, and a budget and 
justification of the amount of grant 
funds requested, and such other perti-
nent information as the Secretary may 
require. 

(b) The application shall be executed 
by an individual authorized to act for 
the applicant and to assume for the ap-
plicant the obligations imposed by the 
regulations of this subpart and any ad-
ditional conditions of the grant. 

[40 FR 29076, July 10, 1975, as amended at 49 
FR 38117, Sept. 27, 1984] 

§ 86.13 Project requirements. 
(a) An approvable application for a 

long-term training grant must contain 
each of the following, unless the Sec-
retary determines that the applicant 
has established good cause for its omis-
sion. 

(1) Provision of a method for develop-
ment of the training curriculum and 
any attendant training materials and 
resources; 

(2) Provision of a method for imple-
mentation of the needed training; 

(3) Provision of an evaluation meth-
odology, including the manner in 
which such methodology will be em-
ployed, to measure the achievement of 
the objectives of the training program; 
and 

(4) Provision of a method by which 
trainees will be selected. 

(b) In addition to the requirements 
set forth in paragraph (a) of this sec-
tion, an approvable application for a 

short-term training grant must con-
tain each of the following, unless the 
Secretary determines that the appli-
cant has established good cause for its 
omission. 

(1) Provision of a methodology to as-
sess the particular skills, or knowledge 
that prospective trainees need to de-
velop; 

(2) Provision of at least 18 hours of 
formal instruction for a period of not 
less than 21⁄2 days and not more than 1 
academic year; and 

(3) Assurances that no portion of the 
Federal funds will be used for (i) in-
service training courses designed only 
for employees of a single agency, insti-
tution, or organization; (ii) correspond-
ence courses; (iii) regular courses usu-
ally given for academic credit; or (iv) 
training the grantee’s financial offi-
cers, program director, or the official 
who executed the application. 

(c) In addition to the requirements 
set forth in paragraphs (a), (b)(1), and 
(b)(3) (ii), (iii) and (iv) of this section, 
an approvable application for an edu-
cational resource center grant must 
contain each of the following, unless 
the Secretary determines that the ap-
plicant has established good cause for 
its omission: 

(1) A description, supported by appro-
priate documents, of cooperative ar-
rangements to conduct an educational 
resource center among a medical 
school (with an established program in 
preventive or occupational medicine), a 
school of nursing, a school of public 
health or its equivalent, and a school 
of engineering or its equivalent. Other 
schools or departments with relevant 
disciplines and resources—e.g., toxi-
cology, biostatistics, environmental 
health, law, business administration, 
education—may be represented and 
contribute as appropriate to the con-
duct of the total program. 

(2) The identification of an edu-
cational resource center Director who 
possesses a demonstrated capacity for 
sustained productivity and leadership 
in occupational safety and health 
training who shall oversee the general 
operation of the educational resource 
center program and shall, to the extent 
possible, directly participate in train-
ing activities. 
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(3) A description of the full-time pro-
fessional staff representing various dis-
ciplines and qualifications relevant to 
occupational safety and health and ca-
pable of planning, establishing, and 
carrying out or administering training 
projects undertaken by the educational 
resource center. 

(4) A description of the training and 
research expertise, appropriate facili-
ties and ongoing training and research 
activities in occupational safety and 
health areas. 

(5) A description of its program for 
conducting education and training of 
occupational health physicians, occu-
pational health nurses, industrial hy-
gienists/engineers and safety personnel. 
There shall be full-time students in 
each of these core disciplines, with a 
goal of a minimum total of 30 full-time 
students. Training may also be con-
ducted in other occupational safety 
and health career categories, e.g., in-
dustrial toxicology, biostatistics, epi-
demiology, and ergonomics. Training 
programs shall include appropriate 
field experience including experience 
with public health and safety agencies 
and labor-management health and safe-
ty activities. 

(6) A specific plan for making an im-
pact on the curriculum taught by rel-
evant medical specialties, including ra-
diology, orthopedics, dermatology, in-
ternal medicine, neurology, perinatal 
medicine, and pathology. 

(7) A description of its program to as-
sist other institutions or agencies lo-
cated within the applicant’s region in-
cluding schools of medicine, nursing 
and engineering, among others, by pro-
viding curriculum materials and con-
sultation for curriculum/course devel-
opment in occupational safety and 
health, and by providing training op-
portunities for faculty members. 

(8) A specific plan for preparing, dis-
tributing, and conducting courses, sem-
inars and workshops to provide short- 
term and continuing education train-
ing courses for physicians, nurses, in-
dustrial hygienists, safety engineers 
and other occupational safety and 
health professionals, paraprofessionals 
and technicians, including personnel of 
labor-management health and safety 
committees, in the geographical region 
in which the educational resource cen-

ter is located. The content and orienta-
tion of the curriculum/courses shall 
take into consideration and address 
problems relevant to the geographic re-
gion served. The goal shall be that the 
training be made available each year 
to a minimum of 200–250 trainees rep-
resenting all of the above categories of 
personnel with priority given to pro-
viding occupational safety and health 
training to physicians in family prac-
tice, as well as in industrial practice, 
and industrial nurses. These courses 
shall be structured so that educational 
institutions, public health and safety 
agencies, professional societies or 
other appropriate agencies can utilize 
them to provide training at the local 
level to occupational safety and health 
personnel working in the workplace. 
Further, the educational resource cen-
ter shall have a specific plan and dem-
onstrated capability for implementing 
such training directly and through 
other institutions or agencies in the re-
gion including cooperative efforts with 
labor unions and industry trade asso-
ciations where appropriate. 

[40 FR 29076, July 10, 1975, as amended at 42 
FR 52401, Sept. 30, 1977] 

§ 86.14 Evaluation and grant award. 

Within the limits of funds available 
for such purpose the Secretary may 
award grants to assist in the establish-
ment and operation of those projects 
which will in his judgment best pro-
mote the purposes of section 21(a)(1) of 
the Act, taking into account: 

(a) In the case of long-term training 
grants: 

(1) The need for training in the area 
or areas of study outlined in the appli-
cation; 

(2) The degree to which the proposal 
represents a strengthening or expan-
sion of the applicant’s program in such 
areas; 

(3) The record of the applicant’s ef-
fectiveness in training in these or re-
lated areas as indicated, among other 
things, by the placement of its grad-
uates; 

(4) The competence of the project 
staff in relation to the service to be 
provided; 

(5) The reasonableness of the budget 
in relation to the proposed project; 
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(6) The applicant’s resources, includ-
ing equipment, facilities, and funds, 
available for the project; 

(7) The current and potential avail-
ability of students in the area of study 
to be offered and their prospective em-
ployability as a result of the proposed 
training; 

(8) The extent to which the applicant 
expects to absorb faculty positions ini-
tiated as a result of the grant; and 

(9) The degree to which the project 
adequately provides for the require-
ments set forth in § 86.13(a). 

(b) In the case of short-term training: 
(1) The relationship of the contents 

of the course to the current and emer-
gency training needs to carry out the 
purposes of the Act; 

(2) The qualifications of the instruc-
tional staff; 

(3) The speed with which the training 
can be put to use by the persons pro-
posed to be trained; 

(4) The reasonableness of the budget 
in relation to the proposed project; 

(5) The success of previous offerings 
of this course, or related courses; 

(6) Evidence of ability to recruit 
trainees and the estimated number to 
be enrolled during each course offering; 
and 

(7) The degree to which the proposed 
project adequately provides for the re-
quirements set forth in § 86.13(b). 

(c) In the case of educational re-
source center grants: 

(1) The criteria set forth in para-
graphs (a) and (b) of this section. 

(2) The degree to which the proposed 
project adequately provides for the re-
quirements set forth in § 86.13(c). 

(d) The amount of any award shall be 
determined by the Secretary on the 
basis of his estimate of the sum nec-
essary for all or a designated portion of 
direct project costs plus an additional 
amount for indirect costs, if any, which 
will be calculated by the Secretary ei-
ther (1) on the basis of his estimate of 
the actual indirect costs reasonably re-
lated to the project, or (2) on the basis 
of a percentage, not to exceed 8 per-
cent, of all, or a portion of, the esti-
mated direct costs of the project when 
there are reasonable assurances that 
the use of such percentage will not ex-
ceed the approximate actual indirect 
costs. Such award may include an esti-

mated provisional amount for indirect 
costs or for designated direct costs 
(such as travel or supply costs) subject 
to upward (within the limits of avail-
able funds) as well as downward adjust-
ments to actual costs when the amount 
properly expended by the grantee for 
provisional items has been determined 
by the Secretary. 

(e) All grant awards shall be in writ-
ing, shall set forth the amount of funds 
granted and the period for which sup-
port is recommended. 

(f) Neither the approval of any 
project nor any grant award shall com-
mit or obligate the United States in 
any way to make any additional, sup-
plemental, continuation, or other 
award with respect to any approved 
project or portion thereof. For continu-
ation support, grantees must make sep-
arate application annually at such 
times and in such form as the Sec-
retary may direct. 

[40 FR 29076, July 10, 1975, as amended at 42 
FR 52402, Sept. 30, 1977] 

§ 86.15 Payments. 

The Secretary shall from time to 
time make payments to a grantee of all 
or a portion of any grant award, either 
in advance or by way of reimbursement 
for expenses incurred or to be incurred 
in the performance of the project to 
the extent he determines such pay-
ments necessary to promote prompt 
initiation and advancement of the ap-
proved project. 

§ 86.16 Use of project funds. 

(a) Any funds granted pursuant to 
this subpart as well as other funds to 
be used in performance of the approved 
project shall be expended solely for 
carrying out the approved project in 
accordance with section 21(a) of the 
Act, the regulations of this subpart, 
the terms and conditions of the award, 
and the applicable cost principles pre-
scribed by subpart Q of 45 CFR part 74. 

(b) Prior written approval by the Sec-
retary of revision of the budget and 
project plan is required whenever there 
is to be a significant change in the 
scope or nature of project activities, 
which in the case of short term train-
ing grants, includes any change in the 
course dates or training sites. 

VerDate Sep<11>2014 07:55 Dec 20, 2016 Jkt 238192 PO 00000 Frm 00731 Fmt 8010 Sfmt 8010 Y:\SGML\238192.XXX 238192js
ta

llw
or

th
 o

n 
D

S
K

7T
P

T
V

N
1P

R
O

D
 w

ith
 C

F
R



722 

42 CFR Ch. I (10–1–16 Edition) § 86.17 

(c) Grant funds are available for 
trainee stipends and for tuition, includ-
ing fees and instructional materials, 
for travel costs related to training al-
lowances. Stipends and allowances may 
not be increased or be paid beyond the 
term of the stipend on account of vaca-
tion an individual might have been en-
titled to but did not take. 

(d) Stipends may only be paid to a 
trainee who is a citizen of the United 
States, an alien lawfully admitted to 
the United States for permanent resi-
dence, or a permanent resident of 
Guam, American Samoa, or the Trust 
Territory of the Pacific Islands. 

(e) In the case of short term training 
grants, stipends may not be paid to 
persons receiving lecture fees, salary, 
travel expenses, or payment in any 
form as members of the course instruc-
tional staff. 

(f) Grant funds used for alterations 
and renovations shall be subject to the 
condition that the grantee shall com-
ply with the requirements of Executive 
Order 11246, as amended, and with the 
applicable regulations prescribed pur-
suant thereto. 

§ 86.17 Nondiscrimination. 

(a) Attention is called to the require-
ments of title VI of the Civil Rights 
Act of 1964 (78 Stat. 252, 42 U.S.C. 2000d 
et seq.) and in particular section 601 of 
such Act which provides that no person 
in the United States shall on the 
grounds of race, color, or national ori-
gin be excluded from participation in, 
be denied the benefits of, or be sub-
jected to, discrimination under any 
program or activity receiving Federal 
financial assistance. A regulation im-
plementing such title VI, which applies 
to grants made under this subpart, has 
been issued by the Secretary of Health 
and Human Services with the approval 
of the President (45 CFR part 80). 

(b) Attention is called to the require-
ments of title IX of the Education 
Amendments of 1972 (86 Stat. 373, 20 
U.S.C. 1681 et seq.) and in particular to 
section 901 of such Act which provides 
that no person in the United States 
shall, on the basis of sex, be excluded 
from participation in, be denied the 
benefits of, or be subjected to discrimi-
nation under any education program or 

activity receiving Federal financial as-
sistance. 

(c) Attention is called to the require-
ments of section 504 of the Rehabilita-
tion Act of 1973, as amended, which 
provides that no otherwise qualified 
handicapped individual in the United 
States shall, solely by reason of his 
handicap, be excluded from participa-
tion in, be denied the benefits of, or be 
subjected to discrimination under any 
program or activity receiving Federal 
financial assistance. 

§ 86.18 Grantee accountability. 

(a) Accounting for grant award pay-
ments. All payments made by the Sec-
retary shall be recorded by the grantee 
in accounting records separate from 
the records of all other grant funds, in-
cluding funds derived from other grant 
awards. With respect to each approved 
project the grantee shall account for 
the sum total of all amounts paid by 
presenting or otherwise making avail-
able evidence satisfactory to the Sec-
retary of expenditures for direct and 
indirect costs meeting the require-
ments of this part: Provided, however, 
That when the amount awarded for in-
direct costs was based on a predeter-
mined fixed-percentage of estimated di-
rect costs, the amount allowed for indi-
rect costs shall be computed on the 
basis of such predetermined fixed-per-
centage rates applied to the total, or a 
selected element thereof, of the reim-
bursable direct costs incurred. 

(b) Accounting for interest earned on 
grant funds. Pursuant to section 203 of 
the Intergovernmental Cooperation 
Act of 1968 (42 U.S.C. 4213), a State will 
not be held accountable for interest 
earned on grant funds, pending their 
disbursement for grant purposes. A 
State, as defined in section 102 of the 
Intergovernmental Cooperation Act, 
means any one of the several States, 
the District of Columbia, Puerto Rico, 
any territory or possession of the 
United States, or any agency or instru-
mentality of a State, but does not in-
clude the governments of the political 
sudivisions of the State. All grantees 
other than a State, as defined in this 
section, must return all interest earned 
on grant funds to the Federal Govern-
ment. 
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2 The Department Grants Administration 
Manual is available for inspection at the 
Public Information Office of the several De-
partment Regional Offices and available for 
purchase at the Government Printing Office, 
GPO Document No. 894–523. 

(c) Grant closeout—(1) Date of final ac-
counting. A grantee shall render, with 
respect to each approved project, a full 
account, as provided herein, as of the 
date of termination of grant support. 
The Secretary may require other spe-
cial and periodic accounting. 

(2) Final settlement. There shall be 
payable to the Federal Government as 
final settlement with respect to each 
approved project the total sum of: 

(i) Any amount not accounted for 
pursuant to paragraph (a) of this sec-
tion; and 

(ii) Any credits for earned interest 
pursuant to paragraph (b) of this sec-
tion; and 

(iii) Any other amounts due pursuant 
to subparts F, M, and O of 45 CFR part 
74. 
Such total sum shall constitute a debt 
owed by the grantee to the Federal 
Government and shall be recovered 
from the grantee or its successors or 
assignees by setoff or other action as 
provided by law. 

§ 86.19 Human subjects; animal wel-
fare. 

No grant award may be made under 
this subpart unless the applicant has 
complied with: 

(a) 45 CFR part 46 pertaining to the 
protection of human subjects; and 

(b) Chapter 1–43 of the Department 
Grants Administration Manual 2 con-
cerning animal welfare. 

§ 86.20 Additional conditions. 
The Secretary may with respect to 

any grant award impose additional 
conditions prior to or at the time of 
any award when in his judgment such 
conditions are necessary to assure or 
protect advancement of the approved 
project, the interests of public health, 
or the conservation of grant funds. 

§ 86.21 Applicability of 45 CFR part 74. 
The provisions of 45 CFR part 74, es-

tablishing uniform administrative re-
quirements and cost principles, shall 

apply to all grants under this part to 
States and local governments as those 
terms are defined in subpart A of that 
part 74. The relevant provisions of the 
following subparts of part 74 shall also 
apply to grants to all grantee organiza-
tions under this part: 

45 CFR PART 74 

Subpart and Subject 
A General. 
B Cash depositories. 
C Bonding and insurance. 
D Retention and custodial requirements for 

records. 
F Grant-related income. 
G Matching and cost sharing. 
K Grant payment requirements. 
L Budget revision procedures. 
M Grant closeout: Suspension, and termi-

nation. 
O Property. 
Q Cost principles. 

Subpart C—Occupational Safety 
and Health Direct Traineeships 

§ 86.30 Nature and purpose of direct 
traineeships. 

A direct traineeship is an award of 
funds directly from the Federal Gov-
ernment to an individual (herein called 
the ‘‘trainee’’) for his subsistence and 
other expenses during a period in which 
he is acquiring training (a) in the occu-
pational safety and health professions, 
(b) for research relating to occupa-
tional safety and health, or (c) for 
teaching in occupational safety and 
health. 

§ 86.31 Eligibility; minimum require-
ments. 

In order to be eligible for an award 
under this subpart an applicant must: 

(a) Have been accepted by a public or 
private institution for the purpose of 
the activity for which the traineeship 
is sought. 

(b) Be a U.S. citizen, an alien law-
fully admitted to the United States for 
permanent residence or a permanent 
resident of Guam, American Samoa, or 
the Trust Territory of the Pacific Is-
lands. 

[40 FR 29076, July 10, 1975, as amended at 47 
FR 53012, Nov. 24, 1982] 
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1 Applications and instructions may be ob-
tained from the Procurement and Grants Of-
fice, Centers for Disease Control, Atlanta, 
GA 30333. 

2 See footnote 2 to § 86.19. 

§ 86.32 Application for direct 
traineeship. 

An application for a direct 
traineeship under this subpart shall be 
submitted to the Secretary at such 
times and in such form and manner as 
he may prescribe. 1 In addition to the 
information supplied by the applicant 
in his application, such further infor-
mation may be required as is necessary 
to determine his or her qualifications. 

[40 FR 29076, July 10, 1975, as amended at 49 
FR 38117, Sept. 27, 1984] 

§ 86.33 Human subjects; animal wel-
fare. 

Where the application is for training 
at a non-Federal institution, no award 
may be made under this subpart unless 
said institution has complied with: 

(a) 45 CFR part 46 pertaining to the 
protection of human subjects; and 

(b) Chapter 1–43 of the Department 
Grants Administration Manual 2 con-
cerning animal welfare. 

§ 86.34 Evaluation and award of direct 
traineeships. 

Within the limits of funds available 
for such purpose and subject to the reg-
ulations of this part, the Secretary 
may award direct traineeships to those 
qualified applicants who are in his 
judgment best able to carry out the 
purpose of the traineeships taking into 
consideration the need for training in 
the area of study specified in the appli-
cation. 

§ 86.35 Payments. 
(a) Individuals receiving awards shall 

be entitled to such stipends and allow-
ances as the Secretary may designate, 
taking into account such factors as the 
needs of the program, the cost of liv-
ing, and the availability of funds. 

(NOTE: These are prescribed in chapter 3– 
140 of the Department Grants Administra-
tion Manual 2). 

(b) Payments of stipends and allow-
ances will, at the discretion of the Sec-
retary, be made directly to the trainee 

or to the sponsoring institution for 
payment directly to the trainee. 

§ 86.36 Duration and continuation. 

Direct traineeship awards may be 
made for varying periods not in excess 
of 2 years. The Secretary may make 
one or more continuation awards for an 
additional period if he finds that satis-
factory progress is being made toward 
accomplishment of the purpose of the 
initial traineeship award. Additional 
support may be provided on appro-
priate justification after expiration of 
the period of support in the previous 
award. 

§ 86.37 Terms and conditions. 

All direct traineeship awards shall be 
subject to the following terms and con-
ditions: 

(a) Training must be carried out at 
an institution found by the Secretary 
to provide a well-rounded course of in-
struction in the particular area of 
training for which the traineeship is 
awarded. 

(b) No direct traineeship may be uti-
lized to compensate any trainee for 
personal services or employment on be-
half of the United States or any person. 

§ 86.38 Accountability. 

Accountability for payments will be 
subject to such requirements as may be 
specified by the Secretary. 

§ 86.39 Termination of direct 
traineeship. 

(a) The Secretary may terminate a 
direct traineeship at any time upon re-
quest of the trainee. 

(b) After reasonable notice to the 
trainee and an opportunity for the 
presentation of the trainee’s views and 
relevant evidence, the Secretary may 
terminate any direct traineeship prior 
to the date it would otherwise expire 
upon a determination that the train-
ee’s performance is unsatisfactory, 
that the trainee is no longer attending 
the sponsoring institution, or that he 
or she is unfit or unable to carry out 
the purpose of the traineeship. 

(c) The views and evidence of the 
trainee shall be presented in writing 
unless the Secretary determines that 
an oral presentation is desirable. 
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PART 87—NATIONAL INSTITUTE FOR 
OCCUPATIONAL SAFETY AND 
HEALTH RESEARCH AND DEM-
ONSTRATION GRANTS 

Sec. 
87.1 To which programs does this regulation 

apply? 
87.2 Definitions. 
87.3 Who is eligible to apply for a grant 

under this part? 
87.4 For what purposes may grants be 

awarded? 
87.5 What information must be included in 

the grant application? 
87.6 How will grant applications be evalu-

ated and the grants awarded? 
87.7 For what period of time will grants be 

awarded? 
87.8 How may a grantee use grant funds? 
87.9 Which other HHS regulations apply? 

AUTHORITY: Sec. 8(g), 84 Stat. 1600 (29 
U.S.C. 657(g)), sec. 508, 83 Stat. 803 (30 U.S.C. 
957). 

SOURCE: 46 FR 58676, Dec. 3, 1981, unless 
otherwise noted. 

§ 87.1 To which programs does this 
regulation apply? 

This regulation applies to research 
and demonstration project grants 
under: 

(a) Section 20(a)(1) of the Occupa-
tional Safety and Health Act of 1970 (29 
U.S.C. 669(a)(1)) for the support of stud-
ies related to occupational safety and 
health, and 

(b) Section 501 of the Federal Mine 
Safety and Health Act of 1977 (30 U.S.C. 
951) for the support of health research 
in mining. These grants are awarded 
and administered by the National In-
stitute for Occupational Safety and 
Health, Centers for Disease Control, of 
the Public Health Service. 

§ 87.2 Definitions. 
As used in this regulation: 
Demonstration project grant means an 

award of funds to an eligible applicant 
to assist in meeting the cost of con-
ducting a demonstration, either on a 
pilot or full-scale basis, of the tech-
nical or economic feasibility or appli-
cation of a new or improved procedure, 
method, technique, or approach that 
will further the research purposes de-
scribed in § 87.4. 

Principal investigator for a research 
project, or project director for a dem-

onstration project, means a single indi-
vidual who is responsible for the sci-
entific and technical direction of the 
project. 

Research project grant means an award 
of funds to an eligible applicant to as-
sist in meeting the costs of conducting 
an identified research activity or pro-
gram, study, or experiment that will 
further the research purposes described 
in § 87.4. 

Secretary means the Secretary of 
Health and Human Services and any 
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved 
has been delegated. 

§ 87.3 Who is eligible to apply for a 
grant under this part? 

Any public or private agency or insti-
tution is eligible to apply for a grant 
under this part, except Federal agen-
cies or institutions not specifically au-
thorized by law to receive such a grant. 

§ 87.4 For what purposes may grants 
be awarded? 

(a) The Occupational Safety and 
Health Act authorizes grants for re-
search, experiments, and demonstra-
tions relating to occupational safety 
and health, including studies of the 
psychological factors involved. This 
authority includes projects to develop 
innovative methods, techniques, and 
approaches for dealing with occupa-
tional safety and health problems. 

(b) The Federal Mine Safety and 
Health Act authorizes grants for re-
search projects designed to: 

(1) Improve working conditions and 
practices affecting health in coal or 
other mines and to prevent occupa-
tional diseases originating in the min-
ing industry. 

(2) Develop epidemiological informa-
tion to (i) identify and define positive 
factors involved in occupational dis-
eases of miners, (ii) provide informa-
tion on the incidence and prevalence of 
pneumoconiosis and other respiratory 
ailments of miners, and (iii) improve 
health standards. 

(3) Develop techniques for the preven-
tion and control of occupational dis-
eases of miners, including tests for 
hypersusceptibility and early detec-
tion. 
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(4) Evaluate the effect on bodily im-
pairment and occupational disability 
of miners afflicted with an occupa-
tional disease. 

(5) Study the relationship between 
coal or other mine environments and 
occupational diseases of miners. 

(6) Study matters involving the pro-
tection of life and the prevention of 
diseases in connection with persons 
who, although not miners, work with 
or around the products of coal or other 
mines in areas outside of such mines 
and under conditions which may ad-
versely affect the health and well-being 
of such persons. 

(7) Develop effective respiratory 
equipment. 

§ 87.5 What information must be in-
cluded in the grant application? 

The application must contain a com-
plete description of the objective of the 
project and the plan for carrying out 
the research or demonstration, the 
name and qualifications of the prin-
cipal investigator or project director 
and principal staff members, the total 
resources and facilities that will be 
available, and a justification of the 
amount of grant funds requested. 

§ 87.6 How will grant applications be 
evaluated and the grants awarded? 

(a) The Secretary may award grants 
to those applicants whose approved 
projects will best promote the purposes 
of either the Occupational Safety and 
Health Act or the Federal Mine Safety 
and Health Act on the basis of an eval-
uation conducted by experts or con-
sultants engaged for this purpose. 

(b) This evaluation will take into ac-
count the scientific merit and signifi-
cance of the project, the competency of 
the proposed staff in relation to the 
type of research or demonstration in-
volved, the feasibility of the project, 
the likelihood of its producing mean-
ingful results, the proposed project pe-
riod, the adequacy of the applicant’s 
resources available for the project, the 
amount of grant funds necessary for 
completion, and for mining grant ap-
plications, the recommendations of the 
Mine Health Research Advisory Com-
mittee. 

(c) The Secretary may evaluate and 
approve two or more concurrent appli-

cations, each dealing with one or more 
specified aspects of the project, and 
make two or more concurrent grant 
awards for the project. This may be 
necessary when a project involves a 
number of different but related prob-
lems, activities, or disciplines which 
would require evaluation by different 
groups, or when support for a project 
could be more effectively administered 
by separate handling of various aspects 
of the project. 

§ 87.7 For what period of time will 
grants be awarded? 

(a) The notice of grant award speci-
fies how long the Secretary intends to 
support the project without requiring 
the project to recompete for funds. 
This period, called the project period, 
will usually be for 3–5 years. 

(b) Generally, the grant will initially 
be for 1 year and subsequent continu-
ation awards will also be for 1 year at 
a time. A grantee must submit a sepa-
rate application to have the support 
continued for each subsequent year. 
Decisions regarding continuation 
awards and the funding level of such 
awards will be of such factors as the 
grantee’s progress and management 
practices, and the availability of funds. 
In all cases, continuation awards re-
quire a determination by the Secretary 
that continued funding is in the best 
interest of the Federal Government. 

(c) Neither the approval of any appli-
cation, nor the award of any grant 
commits or obligates the Federal Gov-
ernment in any way to make any addi-
tional, supplemental, continuation, or 
other award with respect to any ap-
proved application or portion of an ap-
proved application. 

§ 87.8 How may a grantee use grant 
funds? 

A grantee shall only spend funds it 
receives under this part according to 
the approved application and budget, 
the authorizing legislation, the terms 
and conditions of the grant award, the 
applicable cost principles specified in 
subpart Q of 45 CFR part 74, and the 
regulations of this part. 
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§ 87.9 Which other HHS regulations 
apply? 

Several other regulations apply to 
grants under this part. These include, 
but are not limited to: 

42 CFR part 50, subpart D—Public Health 
Service grant appeals procedure 

45 CFR part 16—Procedures of the Depart-
mental Grant Appeals Board 

45 CFR part 46—Protection of human sub-
jects 

45 CFR part 74—Administration of grants 
45 CFR part 75—Informal grant appeals pro-

cedures 
45 CFR part 80—Nondiscrimination under 

programs receiving Federal assistance 
through the Department of Health and 
Human Services effectuation of title VI of 
the Civil Rights Act of 1964 

45 CFR part 81—Practice and procedure for 
hearing under part 80 of this Title 

45 CFR part 84—Nondiscrimination on the 
basis of handicap in programs and activi-
ties receiving or benefiting from Federal 
financial assistance 

45 CFR part 91—Nondiscrimination on the 
basis of age in HHS programs or activities 
receiving Federal financial assistance 

[49 FR 38117, Sept. 27, 1984] 

PART 88—WORLD TRADE CENTER 
HEALTH PROGRAM 

Sec. 
88.1 Definitions. 
88.2 General provisions. 
88.3 Eligibility—currently-identified re-

sponders. 
88.4 Eligibility criteria—status as a WTC 

responder. 
88.5 Application process—status as a WTC 

responder. 
88.6 Enrollment determination—status as a 

WTC responder. 
88.7 Eligibility—currently-identified sur-

vivors. 
88.8 Eligibility criteria—status as a WTC 

survivor. 
88.9 Application process—status as a WTC 

survivor. 
88.10 Enrollment determination—status as 

a WTC survivor. 
88.11 Appeals regarding eligibility deter-

minations—responders and survivors. 
88.12 Physician’s determination of WTC-re-

lated health conditions. 
88.13 WTC Program Administrator’s certifi-

cation of health conditions. 
88.14 Standard for determining medical ne-

cessity. 
88.15 Appeals regarding treatment. 
88.16 Reimbursement for medically nec-

essary treatment, outpatient prescrip-
tion pharmaceuticals, monitoring, and 

initial health evaluations, and travel ex-
penses. 

88.17 Addition of health conditions to the 
list of WTC-related health conditions. 

AUTHORITY: 42 U.S.C. 300mm to 300mm–61, 
Pub. L. 111–347, 124 Stat. 3623, as amended by 
Pub. L. 114–113, 129 Stat. 2242. 

SOURCE: 76 FR 38930, July 1, 2011, unless 
otherwise noted. 

§ 88.1 Definitions. 

Act means the Title XXXIII of the 
Public Health Service Act, as amended, 
42 U.S.C. 300mm through 300mm–61 
(codifying Title I of the James Zadroga 
9/11 Health and Compensation Act of 
2010, Pub.L. 111–347), which created the 
World Trade Center (WTC) Health Pro-
gram. 

Aggravating means a health condition 
that existed on September 11, 2001, and 
that, as a result of exposure to air-
borne toxins, any other hazard, or any 
other adverse condition resulting from 
the September 11, 2001, terrorist at-
tacks, requires medical treatment that 
is (or will be) in addition to, more fre-
quent than, or of longer duration than 
the medical treatment that would have 
been required for such condition in the 
absence of such exposure. 

Certification means review and ap-
proval by the WTC Program Adminis-
trator of a screening-eligible survivor 
as eligible for monitoring and treat-
ment, or a WTC-related health condi-
tion or a health condition medically 
associated with a WTC-related health 
condition in a particular WTC re-
sponder or certified-eligible survivor 
for the purpose of reimbursement of ex-
penses for medically necessary treat-
ment. 

Certified-eligible survivor means: 
(1) An individual who has been identi-

fied as eligible for medical treatment 
and monitoring as of January 2, 2011; or 

(2) A screening-eligible WTC survivor 
who the WTC Program Administrator 
certifies to be eligible for follow-up 
monitoring and treatment under 
§ 88.10(f). 

Clinical Center of Excellence means a 
center or centers under contract with 
the WTC Health Program. A Clinical 
Center of Excellence: 

(1) Uses an integrated, centralized 
health care provider approach to create 
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a comprehensive suite of health serv-
ices that are accessible to enrolled 
WTC responders, screening-eligible 
WTC survivors, or certified-eligible 
survivors; 

(2) Has experience in caring for WTC 
responders or screening-eligible and 
certified-eligible WTC survivors; 

(3) Employs health care provider staff 
with expertise that includes, at a min-
imum, occupational medicine, environ-
mental medicine, trauma-related psy-
chiatry and psychology, and social 
services counseling; and 

(4) Meets such other requirements as 
specified by the WTC Program Admin-
istrator. 

Data Center means a center or centers 
under contract with the WTC Health 
Program to: 

(1) Receive, analyze, and report to 
the WTC Program Administrator on 
data that have been collected and re-
ported to the Data Center by the cor-
responding Clinical Center(s) of Excel-
lence; 

(2) Develop monitoring, initial health 
evaluation, and treatment protocols 
with respect to WTC-related health 
conditions; 

(3) Coordinate the outreach activities 
of the corresponding Clinical Centers 
of Excellence; 

(4) Establish criteria for 
credentialing of medical providers par-
ticipating in the nationwide provider 
network; 

(5) Coordinate and administer the ac-
tivities of the WTC Health Program 
Steering Committees; and 

(6) Meet periodically with the cor-
responding Clinical Center(s) of Excel-
lence to obtain input on the analysis 
and reporting of data and on develop-
ment of monitoring, initial health 
evaluation, and treatment protocols. 

Designated representative means an in-
dividual selected by a WTC responder, 
a screening-eligible or a certified-eligi-
ble survivor to represent his or her in-
terests to the WTC Health Program. 

Ground Zero means a site in Lower 
Manhattan bounded by Vesey Street to 
the north, the West Side Highway to 
the west, Liberty Street to the south, 
and Church Street to the east in which 
stood the former World Trade Center 
complex. 

Health condition medically associated 
with a World Trade Center (WTC)-related 
health condition means a condition that 
results from treatment of a WTC-re-
lated health condition or results from 
progression of a WTC-related health 
condition. 

Initial health evaluation means assess-
ment of one or more symptoms that 
may be associated with a WTC-related 
health condition and includes a med-
ical and exposure history, a physical 
examination, and additional medical 
testing as needed to evaluate whether 
the individual has a WTC-related 
health condition and is eligible for 
treatment under the WTC Health Pro-
gram. 

Interested party means a representa-
tive of any organization representing 
WTC responders, a nationally recog-
nized medical association, a WTC 
Health Program Clinical Center of Ex-
cellence or Data Center, a State or po-
litical subdivision, or any other inter-
ested person. 

List of WTC-related health conditions 
means the following disorders and con-
ditions, including any other condition 
added to the list through procedures 
specified by the Act and under this 
part: 

(1) Aerodigestive disorders: 
(i) Interstitial lung disease. 
(ii) Chronic respiratory disorder 

[fumes/vapors]. 
(iii) Asthma. 
(iv) Reactive airways dysfunction 

syndrome [RADS]. 
(v) WTC-exacerbated and new-onset 

chronic obstructive pulmonary disease 
(COPD). 

(vi) Chronic cough syndrome. 
(vii) Upper airway hyperactivity. 
(viii) Chronic rhinosinusitis. 
(ix) Chronic nasopharyngitis. 
(x) Chronic laryngitis. 
(xi) Gastroesophageal reflux disorder 

[GERD]. 
(xii) Sleep apnea exacerbated by or 

related to a condition described in pre-
ceding paragraphs (1)(i) through 
(1)(xi)of this definition. 

(2) Mental health conditions: 
(i) Posttraumatic stress disorder. 
(ii) Major depressive disorder. 
(iii) Panic disorder. 
(iv) Generalized anxiety disorder. 
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1 Based on 2005–2009 average annual data 
age-adjusted to the 2000 U.S. population. See, 
Copeland G, Lake A, Firth R, Wohler B,Wu 
XC, Stroup A, Russell C, Boyuk K, Schymura 
M, Hofferkamp J, Kohler B (eds) [2012]. Can-
cer in North America: 2005–2009. Volume One: 
Combined Cancer Incidence for the United 
States, Canada and North America. Spring-
field, IL: North American Association of 
Central Cancer Registries, Inc. 

(v) Anxiety disorder [not otherwise 
specified]. 

(vi) Depression [not otherwise speci-
fied]. 

(vii) Acute stress disorder. 
(viii) Dysthymic disorder. 
(ix) Adjustment disorder. 
(x) Substance abuse. 
(3) Musculoskeletal disorders for 

those WTC responders who received 
any treatment for a World Trade Cen-
ter (WTC)-related musculoskeletal dis-
order (as defined in this section) on or 
before September 11, 2003: 

(i) Low back pain. 
(ii) Carpal tunnel syndrome [CTS]. 
(iii) Other musculoskeletal disorders. 
(4) Cancers: 
(i) Malignant neoplasms of the lip, 

tongue, salivary gland, floor of mouth, 
gum and other mouth, tonsil, 
oropharynx, hypopharynx, and other 
oral cavity and pharynx. 

(ii) Malignant neoplasm of the 
nasopharynx. 

(iii) Malignant neoplasms of the 
nose, nasal cavity, middle ear, and ac-
cessory sinuses. 

(iv) Malignant neoplasm of the lar-
ynx. 

(v) Malignant neoplasm of the esoph-
agus. 

(vi) Malignant neoplasm of the stom-
ach. 

(vii) Malignant neoplasm of the colon 
and rectum. 

(viii) Malignant neoplasm of the liver 
and intrahepatic bile duct. 

(ix) Malignant neoplasms of the 
retroperitoneum and peritoneum, 
omentum, and mesentery. 

(x) Malignant neoplasms of the tra-
chea; bronchus and lung; heart, medi-
astinum and pleura; and other ill-de-
fined sites in the respiratory system 
and intrathoracic organs. 

(xi) Mesothelioma. 
(xii) Malignant neoplasms of the pe-

ripheral nerves and autonomic nervous 
system, and other connective and soft 
tissue. 

(xiii) Malignant neoplasms of the 
skin (melanoma and non-melanoma), 
including scrotal cancer. 

(xiv) Malignant neoplasm of the fe-
male breast. 

(xv) Malignant neoplasm of the 
ovary. 

(xvi) Malignant neoplasm of the pros-
tate. 

(xvii) Malignant neoplasm of the uri-
nary bladder. 

(xviii) Malignant neoplasm of the 
kidney. 

(xix) Malignant neoplasms of the 
renal pelvis, ureter and other urinary 
organs. 

(xx) Malignant neoplasms of the eye 
and orbit. 

(xxi) Malignant neoplasm of the thy-
roid. 

(xxii) Malignant neoplasms of the 
blood and lymphoid tissues (including, 
but not limited to, lymphoma, leu-
kemia, and myeloma). 

(xxiii) Childhood cancers: Any type of 
cancer diagnosed in a person less than 
20 years of age. 

(xxiv) Rare cancers: any type of can-
cer 1 that occurs in less than 15 cases 
per 100,000 persons per year in the 
United States. 

(5) Acute traumatic injuries: 
(i) WTC-related acute traumatic in-

jury: physical damage to the body 
caused by and occurring immediately 
after a one-time exposure to energy, 
such as heat, electricity, or impact 
from a crash or fall, resulting from a 
specific event or incident. For a WTC 
responder or screening-eligible or cer-
tified-eligible survivors who received 
any medical treatment for a WTC-re-
lated acute traumatic injury on or be-
fore September 11, 2003, such health 
condition includes: 

(A) Eye injury. 
(B) Burn. 
(C) Head trauma. 
(D) Fracture. 
(E) Tendon tear. 
(F) Complex sprain. 
(G) Other similar acute traumatic in-

juries. 
(ii) [Reserved] 
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Medical emergency means a physical 
or mental health condition for which 
immediate treatment is necessary. 

Medically necessary treatment means 
the provision of services by physicians 
and other health care providers, diag-
nostic and laboratory tests, prescrip-
tion drugs, inpatient and outpatient 
hospital services, and other care that is 
appropriate to manage, ameliorate or 
cure a WTC-related health condition or 
a health condition medically associ-
ated with a WTC-related health condi-
tion, and which conforms to medical 
treatment protocols developed by the 
Data Centers and approved by the WTC 
Program Administrator. 

Monitoring means periodic physical 
and mental health assessment of a 
WTC responder or certified-eligible sur-
vivor in relation to exposure to air-
borne toxins, any other hazard, or any 
other adverse condition resulting from 
the September 11, 2001, terrorist at-
tacks and which includes a medical and 
exposure history, a physical examina-
tion and additional medical testing as 
needed for surveillance or to evaluate 
symptom(s) to determine whether the 
individual has a WTC-related health 
condition. 

Nationwide provider network means a 
network of providers throughout the 
United States under contracts with the 
WTC Health Program to provide an ini-
tial health evaluation, monitoring and 
treatment to enrolled responders and 
screening-eligible or certified-eligible 
survivors who live outside the New 
York metropolitan area. 

New York City disaster area means an 
area within New York City that is the 
area of Manhattan that is south of 
Houston Street and any block in 
Brooklyn that is wholly or partially 
contained within a 1.5-mile radius of 
the former World Trade Center com-
plex. 

New York metropolitan area means the 
combined statistical areas comprising 
the Bridgeport-Stamford-Norwalk, CT 
Metropolitan Statistical Area; King-
ston, NY Metropolitan Statistical 
Area; New Haven-Milford, CT Metro-
politan Statistical Area; New York- 
Northern New Jersey-Long Island, NY– 
NJ–PA Metropolitan Statistical Area; 
Poughkeepsie-Newburgh-Middletown, 
NY Metropolitan Statistical Area; 

Torrington, CT Micropolitan Statis-
tical Area; Trenton-Ewing, NJ Metro-
politan Statistical Area, as defined in 
OMB Bulletin 10–02, December 1, 2009. 

NIOSH means the National Institute 
for Occupational Safety and Health, 
Centers for Disease Control and Pre-
vention, U.S. Department of Health 
and Human Services. 

One (1) day means the length of a 
standard work shift, or at least 4 hours 
but less than 24 hours. 

Pentagon site means any area of the 
land (consisting of approximately 280 
acres) and improvements thereon, lo-
cated in Arlington, Virginia, on which 
the Pentagon Office Building, Federal 
Building Number 2, the Pentagon heat-
ing and sewage treatment plants, and 
other related facilities are located, in-
cluding various areas designated for 
the parking of vehicles, vehicle access, 
and other areas immediately adjacent 
to the land or improvements previously 
described that were affected by the ter-
rorist-related aircraft crash on Sep-
tember 11, 2001; and those areas at Fort 
Belvoir in Fairfax County, Virginia and 
at the Dover Port Mortuary at Dover 
Air Force Base in Delaware involved in 
the recovery, identification, and trans-
portation of human remains for the in-
cident. 

Police department means any law en-
forcement department or agency, 
whether under Federal, state, or local 
jurisdiction, responsible for general po-
lice duties, such as maintenance of 
public order, safety, or health, enforce-
ment of laws, or otherwise charged 
with prevention, detection, investiga-
tion, or prosecution of crimes. 

Scientific/Technical Advisory Committee 
means the WTC Health Program Sci-
entific/Technical Advisory Committee 
whose members are appointed by the 
WTC Program Administrator to review 
scientific and medical evidence and to 
make recommendations to the WTC 
Program Administrator on additional 
WTC Health Program eligibility cri-
teria and on additional WTC-related 
health conditions. 

Screening-eligible survivor means an 
individual who is not a WTC responder 
and who claims symptoms of a WTC-re-
lated health condition and meets the 
eligibility criteria for a survivor speci-
fied in § 88.8 of this part. 
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September 11, 2001, terrorist attacks 
means the terrorist attacks that oc-
curred on September 11, 2001, in New 
York City, at Shanksville, Pennsyl-
vania, and at the Pentagon, and in-
cludes the aftermath of such attacks. 

Shanksville, Pennsylvania site means 
the property in Stonycreek Township, 
Somerset County, Pennsylvania, which 
is bounded by Route 30 (Lincoln High-
way), State Route 1019 (Buckstown 
Road), and State Route 1007 
(Lambertsville Road); and those areas 
at the Pennsylvania National Guard 
Armory in Friedens, Pennsylvania in-
volved in the recovery, identification, 
and transportation of human remains 
for the incident. 

Staten Island Landfill means the land-
fill in Staten Island, NY called ‘‘Fresh 
Kills.’’ 

Terrorist watch list means the lists 
maintained by the Federal government 
that will be utilized to screen for 
known terrorists. 

World Trade Center (WTC) Health Pro-
gram means the program established by 
Title XXXIII of the Public Health Serv-
ice Act as amended, 42 U.S.C. 300mm– 
300mm–61 (codifying Title I of the 
James Zadroga 9/11 Health and Com-
pensation Act of 2010 (Pub. L. 111–347)), 
to provide medical monitoring and 
treatment benefits for eligible respond-
ers to the September 11, 2001, terrorist 
attacks and initial health evaluation, 
monitoring, and treatment benefits for 
residents and other building occupants 
and area workers in New York City 
who were directly impacted and ad-
versely affected by such attacks. 

World Trade Center (WTC) Program 
Administrator means the Director of the 
National Institute for Occupational 
Safety and Health, Centers for Disease 
Control and Prevention, Department of 
Health and Human Services, or his or 
her designee. 

World Trade Center (WTC)-related 
health condition means an illness or 
health condition for which exposure to 
airborne toxins, any other hazard, or 
any other adverse condition resulting 
from the September 11, 2001, terrorist 
attacks, based on an examination by a 
medical professional with expertise in 
treating or diagnosing the health con-
ditions in the list of conditions, is sub-
stantially likely to be a significant fac-

tor in aggravating, contributing to, or 
causing the illness or health condition 
or a mental health condition. A WTC- 
related health condition includes con-
ditions on the list of WTC-related 
health conditions as specified in this 
definition for WTC responders and cer-
tified-eligible survivors, and any other 
condition added to the list of WTC-re-
lated health conditions through proce-
dures specified by the Act and under 
this part. 

World Trade Center (WTC)-related mus-
culoskeletal disorder means a chronic or 
recurrent disorder of the musculo-
skeletal system caused by heavy lifting 
or repetitive strain on the joints or 
musculoskeletal system occurring dur-
ing rescue or recovery efforts in the 
New York City disaster area in the 
aftermath of the September 11, 2001, 
terrorist attacks. 

World Trade Center (WTC) responder 
means an individual who has been iden-
tified as eligible for monitoring and 
treatment as described in § 88.3 or who 
meets the eligibility criteria in § 88.4. 

[76 FR 38930, July 1, 2011, as amended at 77 
FR 24631, Apr. 25, 2012; 77 FR 56158, Sept. 12, 
2012; 77 FR 62167, Oct. 12, 2012; 78 FR 18865, 
Mar. 28, 2013; 78 FR 57514, Sept. 19, 2013; 79 FR 
9117, Feb. 18, 2014; 81 FR 43523, July 5, 2016] 

§ 88.2 General provisions. 

(a) Designated representative. (1) An 
applicant, enrolled responder, screen-
ing-eligible survivor, or certified-eligi-
ble survivor may appoint one indi-
vidual to represent his or her interests 
under the WTC Health Program. The 
appointment must be in writing. 

(2) There may be only one representa-
tive at any time. After one representa-
tive has been properly appointed, the 
WTC Health Program will not recog-
nize another individual as a representa-
tive until the appointment of the first 
designated representative is with-
drawn. 

(3) A properly appointed representa-
tive who is recognized by the WTC 
Health Program may make a request 
or give direction to the WTC Health 
Program regarding the eligibility or 
certification determinations under the 
WTC Health Program, including ap-
peals. Any notice requirement con-
tained in this part or in the Act is fully 
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satisfied if sent to the designated rep-
resentative. 

(4) An enrolled responder, screening- 
eligible survivor, or certified-eligible 
survivor may authorize any individual 
to represent him or her in regard to the 
WTC Health Program, unless that indi-
vidual’s service as a representative 
would violate any applicable provision 
of law (such as 18 U.S.C. 205 and 208). 

(5) A Federal employee may act as a 
representative only on behalf of the in-
dividuals specified in, and in the man-
ner permitted by, 18 U.S.C. 203 and 18 
U.S.C. 205. 

(6) If a screening-eligible or certified- 
eligible survivor is a minor, a parent or 
guardian may act on his or her behalf. 

(b) [Reserved] 

§ 88.3 Eligibility—currently identified 
responders. 

(a) Responders who were identified as 
eligible for monitoring and treatment 
under the arrangements as in effect on 
January 2, 2011, between NIOSH and 
the consortium administered by Mount 
Sinai School of Medicine in New York 
City and the Fire Department, City of 
New York, are enrolled in the WTC 
Health Program. 

(1) No individual who is determined 
to be a positive match to the terrorist 
watch list maintained by the Federal 
government will be considered to be 
enrolled in the WTC Health Program. 

(2) [Reserved] 
(b) WTC Responders identified as en-

rolled under this section are not re-
quired to submit an application to the 
WTC Health Program. 

§ 88.4 Eligibility criteria—status as a 
WTC responder. 

(a) Responders to the New York City 
disaster area who have not been pre-
viously identified as eligible as pro-
vided for under § 88.3 of this part may 
apply for enrollment in the WTC 
Health Program on or after July 1, 
2011. Such individuals must meet the 
criteria in one of the following cat-
egories to be considered eligible for en-
rollment: 

(1) Firefighters and related personnel 
must meet the criteria specified in 
paragraph (a)(1)(i) or (ii) of this sec-
tion: 

(i) The individual was an active or re-
tired member of the Fire Department, 
City of New York (whether firefighter 
or emergency personnel), and partici-
pated at least 1 day in the rescue and 
recovery effort at any of the former 
World Trade Center sites (including 
Ground Zero, the Staten Island Land-
fill, or the New York City Chief Med-
ical Examiner’s Office), during the pe-
riod beginning on September 11, 2001, 
and ending on July 31, 2002; or 

(ii) The individual is: 
(A) A surviving immediate family 

member of an individual who was an 
active or retired member of the Fire 
Department, City of New York (wheth-
er firefighter or emergency personnel), 
who was killed at Ground Zero on Sep-
tember 11, 2001, and 

(B) Received any treatment for a 
WTC-related mental health condition 
on or before September 1, 2008. 

(2) Law enforcement officers and 
WTC rescue, recovery, and cleanup 
workers must meet the criteria speci-
fied in paragraph (a)(2)(i) or (ii) of this 
section: 

(i) The individual worked or volun-
teered onsite in rescue, recovery, de-
bris cleanup, or related support serv-
ices in lower Manhattan (south of 
Canal Street), the Staten Island Land-
fill, or the barge loading piers, for at 
least: 

(A) 4 hours during the period begin-
ning on September 11, 2001, and ending 
on September 14, 2001; or 

(B) 24 hours during the period begin-
ning on September 11, 2001, and ending 
on September 30, 2001; or 

(C) 80 hours during the period begin-
ning on September 11, 2001, and ending 
on July 31, 2002. 

(ii) The individual was an active or 
retired member of the New York City 
Police Department or an active or re-
tired member of the Port Authority 
Police of the Port Authority of New 
York and New Jersey who participated 
onsite in rescue, recovery, debris clean-
up, or related support services, for at 
least: 

(A) 4 hours during the period begin-
ning September 11, 2001, and ending on 
September 14, 2001, in lower Manhattan 
(south of Canal Street), including 
Ground Zero, the Staten Island Land-
fill, or the barge loading piers; or 
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(B) 1 day beginning on September 11, 
2001, and ending on July 31, 2002, at 
Ground Zero, the Staten Island Land-
fill, or the barge loading piers; or 

(C) 24 hours during the period begin-
ning on September 11, 2001, and ending 
on September 30, 2001, in lower Man-
hattan (south of Canal Street); or 

(D) 80 hours during the period begin-
ning on September 11, 2001, and ending 
on July 31, 2002, in lower Manhattan 
(south of Canal Street). 

(3) Office of the Chief Medical Exam-
iner of New York City employee. The 
individual was an employee of the Of-
fice of the Chief Medical Examiner of 
New York City involved in the exam-
ination and handling of human remains 
from the WTC attacks, or other 
morgue worker who performed similar 
post-September 11 functions for such 
Office staff, during the period begin-
ning on September 11, 2001, and ending 
on July 31, 2002. 

(4) Port Authority Trans-Hudson Cor-
poration Tunnel worker. The indi-
vidual was a worker in the Port Au-
thority Trans-Hudson Corporation 
Tunnel for at least 24 hours during the 
period beginning on February 1, 2002, 
and ending on July 1, 2002. 

(5) Vehicle-maintenance worker. The 
individual was a vehicle-maintenance 
worker who was exposed to debris from 
the former World Trade Center while 
retrieving, driving, cleaning, repairing, 
and maintaining vehicles contami-
nated by airborne toxins from the Sep-
tember 11, 2001, terrorist attacks; and 
conducted such work for at least 1 day 
during the period beginning on Sep-
tember 11, 2001, and ending on July 31, 
2002. 

(b) Responders to the Pentagon site 
of the September 11, 2001, terrorist at-
tacks, may apply for enrollment in the 
WTC Health Program on or after April 
29, 2013. Individuals must meet the cri-
teria below to be considered eligible for 
enrollment: 

(1) The individual was an active or 
retired member of a fire or police de-
partment (fire or emergency per-
sonnel), worked for a recovery or clean-
up contractor, or was a volunteer; and 

(2) Performed rescue, recovery, demo-
lition, debris cleanup, or other related 
services at the Pentagon site of the 
September 11, 2001, terrorist attacks, 

for at least 1 day beginning September 
11, 2001, and ending on November 19, 
2001. 

(c) Responders to the Shanksville, 
Pennsylvania site of the September 11, 
2001, terrorist attacks, may apply for 
enrollment in the WTC Health Pro-
gram on or after April 29, 2013. Individ-
uals must meet the criteria below to be 
considered eligible for enrollment: 

(1) The individual was an active or 
retired member of a fire or police de-
partment (fire or emergency per-
sonnel), worked for a recovery or clean-
up contractor, or was a volunteer; and 

(2) Performed rescue, recovery, demo-
lition, debris cleanup, or other related 
services at the Shanksville, Pennsyl-
vania site of the September 11, 2001, 
terrorist attacks, for at least 1 day be-
ginning September 11, 2001, and ending 
on October 3, 2001. 

(d) [Reserved] 
(e) The WTC Program Administrator 

will maintain a list of WTC responders. 

[76 FR 38930, July 1, 2011, as amended at 78 
FR 18865, Mar. 28, 2013] 

§ 88.5 Application process—status as a 
WTC responder. 

(a) An application to the WTC Health 
Program based on the criteria in § 88.4 
shall be submitted with documentation 
of the applicant’s employment affili-
ation (if relevant) and work activity 
during the dates, times, and locations 
specified in § 88.4. 

(1) Documentation may include but is 
not limited to a pay stub; official per-
sonnel roster; a written statement, 
under penalty of perjury by an em-
ployer; site credentials; or similar doc-
umentation. 

(2) An applicant who is unable to sub-
mit the required documentation must 
instead offer a written explanation of 
how he or she tried to obtain proof of 
presence, residence, or work activity 
and why the attempt was unsuccessful. 
The applicant shall attest, under pen-
alty of perjury, that he or she meets 
the criteria specified in § 88.4. 

(b) The application and supporting 
documentation shall be submitted to 
the WTC Program Administrator for 
consideration. 
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§ 88.6 Enrollment determination—sta-
tus as a WTC responder. 

(a) The WTC Program Administrator 
will prioritize applications in the order 
in which they are received. 

(b) The WTC Program Administrator 
will determine if the applicant meets 
the eligibility criteria provided in § 88.4 
and notify the applicant in writing (or 
by e-mail if an e-mail address is pro-
vided by the applicant) of any defi-
ciencies in the application or the sup-
porting documentation. 

(c) Denial of enrollment. 
(1) The WTC Program Administrator 

will deny enrollment if the applicant 
fails to meet the applicable eligibility 
requirements. 

(2) The WTC Program Administrator 
may deny enrollment of a responder 
who is otherwise eligible and qualified 
if the WTC Program Administrator de-
termines that the Act’s numerical lim-
itations for newly enrolled responders 
have been met. 

(i) No more than 25,000 WTC respond-
ers, other than those enrolled pursuant 
to § 88.3 and § 88.4(a)(1)(ii), may be en-
rolled at any time. 

(A) The WTC Program Administrator 
may determine, based on the best 
available evidence, that sufficient 
funds are available under the WTC 
Health Program Fund to provide treat-
ment and monitoring only for individ-
uals who are already enrolled as WTC 
responders at that time. 

(B) [Reserved] 
(ii) [Reserved] 
(3) No individual who is determined 

to be a positive match to the terrorist 
watch list maintained by the Federal 
government may qualify to be enrolled 
or determined to be eligible for the 
WTC Health Program. 

(d) Notification of enrollment deter-
mination. 

(1) Applicants who meet the current 
eligibility criteria for WTC responders 
in § 88.4 and are qualified shall be noti-
fied in writing by the WTC Program 
Administrator of the enrollment deci-
sion within 60 calendar days of the date 
of receipt of the application. 

(2) If the WTC Program Adminis-
trator determines that an applicant is 
denied enrollment, the applicant will 
be notified in writing and provided an 
explanation, as appropriate for the de-

termination to deny enrollment. The 
notification will inform the applicant 
of the right to appeal the initial denial 
of eligibility and provide instructions 
on how to file an appeal. 

§ 88.7 Eligibility—currently identified 
survivors. 

(a) Survivors who have been identi-
fied as eligible for medical treatment 
and monitoring as of January 2, 2011, 
are considered certified-eligible in the 
WTC Health Program. 

(1) No individual who is determined 
to be a positive match to the terrorist 
watch list maintained by the Federal 
government will be considered to be a 
certified-eligible survivor in the WTC 
Health Program. 

(2) [Reserved] 
(b) Survivors identified as certified- 

eligible under this section are not re-
quired to submit an application to the 
WTC Health Program. 

§ 88.8 Eligibility criteria—status as a 
WTC survivor. 

(a) Criteria for status as a screening-eli-
gible survivor. An individual who is not 
a WTC responder, claims symptoms of 
a WTC-related health condition, and 
who has not been previously identified 
as eligible under § 88.7 may apply to the 
WTC Program Administrator on or 
after July 1, 2011, for a determination 
of eligibility for an initial health eval-
uation. 

(1) The WTC Program Administrator 
will determine an applicant’s eligi-
bility for an initial health evaluation 
based on one of the following criteria: 

(i) The screening applicant was 
present in the dust or dust cloud in the 
New York City disaster area on Sep-
tember 11, 2001. 

(ii) The screening applicant worked, 
resided, or attended school, childcare, 
or adult daycare in the New York City 
disaster area, for at least: 

(A) 4 days during the period begin-
ning on September 11, 2001, and ending 
on January 10, 2002; or 

(B) 30 days during the period begin-
ning on September 11, 2001, and ending 
on July 31, 2002. 

(iii) The screening applicant worked 
as a cleanup worker or performed 
maintenance work in the New York 
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City disaster area during the period be-
ginning on September 11, 2001, and end-
ing on January 10, 2002, and had exten-
sive exposure to WTC dust as a result 
of such work. 

(iv) The screening applicant: 
(A) Was deemed eligible to receive a 

grant from the Lower Manhattan De-
velopment Corporation Residential 
Grant Program; 

(B) Possessed a lease for a residence 
or purchased a residence in the New 
York City disaster area; and 

(C) Resided in such residence during 
the period beginning on September 11, 
2001, and ending on May 31, 2003. 

(v) The screening applicant is an in-
dividual whose place of employment— 

(A) At any time during the period be-
ginning on September 11, 2001, and end-
ing on May 31, 2003, was in the New 
York City disaster area; and 

(B) Was deemed eligible to receive a 
grant from the Lower Manhattan De-
velopment Corporation WTC Small 
Firms Attraction and Retention Act 
program or other government incentive 
program designed to revitalize the 
lower Manhattan economy after the 
September 11, 2001, terrorist attacks. 

(2) [Reserved] 
(b) Criteria for status as a certified-eli-

gible survivor. Survivors who have been 
determined to have screening-eligible 
status under § 88.10(a), may seek status 
as a certified-eligible survivor. Status 
as a certified-eligible survivor is based 
on a certification by the WTC Program 
Administrator that, pursuant to an ini-
tial health evaluation, the screening- 
eligible survivor has a WTC-related 
health condition and is eligible for fol-
low-up monitoring and treatment. 

(c) The WTC Program Administrator 
will maintain a list of screening-eligi-
ble and certified-eligible survivors. 

§ 88.9 Application process—status as a 
WTC survivor. 

(a) Application for status as a screen-
ing-eligible survivor. An application to 
the WTC Health Program based on the 
criteria in § 88.8(a) shall be submitted 
with documentation of the applicant’s 
location, presence or residence, and/or 
work activity during the relevant time 
period. 

(1) Documentation may include but is 
not limited to: Proof of residence, such 

as a lease or utility bill; attendance 
roster at a school or daycare; or pay 
stub, other employment documenta-
tion, or written statement, under pen-
alty of perjury, by an employer indi-
cating employment location during the 
relevant time period, or similar docu-
mentation. The applicant shall also at-
test to symptoms of a WTC-related 
health condition. 

(2) An applicant who is unable to sub-
mit the required documentation must 
instead offer a written explanation of 
how he or she tried to obtain proof of 
location, presence, or residence, and/or 
work activity and why the attempt was 
unsuccessful. The applicant shall at-
test, under penalty of perjury, that he 
or she meets the criteria specified in 
§ 88.8. 

(b) Status as a certified-eligible sur-
vivor. No additional application is re-
quired for status as a certified-eligible 
survivor. If, based upon the screening- 
eligible survivor’s initial health eval-
uation (see § 88.10(e)), the WTC Program 
Administrator certifies the diagnosis of 
a WTC-related health condition, then 
the survivor will also obtain status as 
a certified-eligible survivor. 

§ 88.10 Enrollment determination—sta-
tus as a WTC survivor. 

(a) Screening-eligible survivor status de-
termination. (1) The WTC Program Ad-
ministrator will determine if the appli-
cant meets the screening-eligibility 
criteria pursuant to § 88.8(a), and notify 
the applicant in writing (or by e-mail if 
an e-mail address is provided by the ap-
plicant) of any deficiencies in the ap-
plication or the supporting documenta-
tion. 

(b) Denial of screening-eligible status. 
(1) The WTC Program Administrator 
may deny screening-eligible status if 
the applicant is ineligible under the 
criteria specified in § 88.8(a). 

(2) The WTC Program Administrator 
may deny screening-eligible survivor 
status if the numerical limitation on 
certified-eligible survivors in 
§ 88.10(f)(2) has been met. 

(3) No individual who is determined 
to be a positive match to the terrorist 
watch list maintained by the Federal 
government, may qualify to be a 
screening-eligible survivor in the WTC 
Health Program. 
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(c) Notification of screening-eligible sta-
tus determination. (1) An individual who 
applies under the eligibility criteria in 
§ 88.8(a) will be notified of his or her 
status as a screening-eligible survivor 
within 60 days of the date of trans-
mission of the application. 

(2) If the WTC Program Adminis-
trator determines that an applicant is 
denied enrollment, the applicant shall 
be notified in writing and provided an 
explanation, as appropriate for the de-
termination to deny enrollment. The 
notification shall inform the applicant 
of the right to appeal the initial denial 
of eligibility and provide instructions 
on how to file an appeal. 

(d) Initial health evaluation for screen-
ing-eligible survivors. (1) A WTC Health 
Program Clinical Center of Excellence 
or a member of the nationwide network 
provider will provide the screening-eli-
gible survivor an initial health evalua-
tion to determine if the individual has 
a WTC-related health condition and is 
eligible for follow-up monitoring and 
treatment benefits under the WTC 
Health Program. 

(2) The WTC Health Program will 
provide only one initial health evalua-
tion per screening-eligible survivor. 
The individual may request additional 
health evaluations at his or her own 
expense. 

(3) If the physician diagnoses the 
screening-eligible survivor with a 
WTC-related health condition, the phy-
sician shall promptly transmit to the 
WTC Program Administrator his or her 
determination, consistent with the re-
quirements of § 88.12(a). 

(e) Certified-eligible survivor status de-
termination. (1) The WTC Program Ad-
ministrator will prioritize certifi-
cations in the order in which they are 
received. 

(2) The WTC Program Administrator 
will review the physician’s determina-
tion, render a decision regarding cer-
tification of the individual’s diagnosed 
WTC-related health condition, and pro-
vide written notice of the decision and 
the reason for the decision. 

(3) If the individual’s condition is cer-
tified as a WTC-related health condi-
tion, the individual will also be cer-
tified as a certified-eligible survivor. 

(f) Denial of certified-eligible survivor 
status. (1) The WTC Program Adminis-

trator will deny certified-eligible sta-
tus if he or she determines that the 
screening-eligible survivor does not 
have a WTC-related health condition as 
determined pursuant to §§ 88.12 and 
88.13 of this part. 

(2) The WTC Program Administrator 
may deny certified-eligible survivor 
status of an otherwise eligible and 
qualified screening-eligible survivor if 
the WTC Program Administrator deter-
mines that the Act’s numerical limita-
tions for certified-eligible survivors 
have been met. 

(i) No more than 25,000 individuals, 
other than those described in § 88.7 of 
this part, may be determined to cer-
tified-eligible survivors at any time. 

(A) The WTC Program Administrator 
may determine, based on the best 
available evidence, that sufficient 
funds are available under the WTC 
Health Program Fund to provide treat-
ment and monitoring only for individ-
uals who have already been certified as 
certified-eligible survivors at that 
time. 

(B) [Reserved] 
(ii) [Reserved] 
(3) No individual who is determined 

to be a positive match to the terrorist 
watch list maintained by the Federal 
government may qualify to be a cer-
tified-eligible survivor in the WTC 
Health Program. 

(g) Notification of certified-eligible sta-
tus determination. (1) An individual who 
is certified by the WTC Program Ad-
ministrator as a certified-eligible sur-
vivor will be notified in writing by the 
WTC Program Administrator. 

(2) If the WTC Program Adminis-
trator denies certification of the 
screening-eligible survivor’s health 
condition, the screening-eligible sur-
vivor may appeal the WTC Program 
Administrator’s decision to deny cer-
tification, as provided under § 88.15. 

§ 88.11 Appeals regarding eligibility 
determinations—responders and 
survivors. 

(a) An individual or his or her des-
ignated representative may appeal a 
denial of enrollment as a WTC re-
sponder or a denial of a determination 
of status as a screening-eligible sur-
vivor by sending a written letter to the 
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WTC Program Administrator at the ad-
dress specified in the notice of denial. 

(1) The letter shall be sent within 60 
days of the date of the WTC Program 
Administrator’s notification letter, 
and shall state the reasons why the in-
dividual believes the denial was incor-
rect and may include relevant new evi-
dence not previously considered by the 
WTC Program Administrator. 

(2) Where the denial is based on infor-
mation from the terrorist watch list, 
the appeal will be forwarded to the ap-
propriate Federal agency. 

(b) The WTC Program Administrator 
will designate a Federal official inde-
pendent of the WTC Health Program to 
review the appeal. The Federal official 
will issue a final decision after receipt 
and review. 

(c) The WTC Program Administrator 
may reopen and reconsider a denial at 
any time. 

§ 88.12 Physician’s determination of 
WTC-related health conditions. 

(a) A physician in a Clinical Center of 
Excellence or a member of the nation-
wide provider network shall promptly 
transmit to the WTC Program Admin-
istrator a diagnosis and the basis for 
the diagnosis of a WTC-related health 
condition or health condition medi-
cally associated with a WTC-related 
health condition. The physician’s diag-
nosis shall be made based on an assess-
ment of the following: 

(1) The individual’s exposure to air-
borne toxins, any other hazard or any 
other adverse condition resulting from 
the September 11, 2001, terrorist at-
tacks. 

(2) The type of symptoms experienced 
by the individual and the temporal se-
quence of those symptoms. 

(b) For a health condition medically 
associated with a WTC-related health 
condition, the physician’s determina-
tion shall contain information estab-
lishing how the health condition has 
resulted from treatment of a pre-
viously certified WTC-related health 
condition or how it has resulted from 
progression of the certified WTC-re-
lated health condition. 

§ 88.13 WTC Program Administrator’s 
certification of health conditions. 

(a) WTC-related health condition. (1) 
The WTC Program Administrator will 
review each physician determination, 
render a decision regarding certifi-
cation, and notify the WTC responder, 
screening-eligible survivor, or cer-
tified-eligible survivor of the WTC Pro-
gram Administrator’s decision and the 
reason for the decision in writing. 

(2) If certification is denied, the WTC 
responder, screening-eligible survivor, 
or certified-eligible survivor may ap-
peal the WTC Program Administrator’s 
decision to deny certification, as pro-
vided under § 88.15. 

(b) Health condition medically associ-
ated with a WTC-related health condi-
tion. (1) The WTC Program Adminis-
trator will review each physician deter-
mination, render a decision regarding 
certification, and notify the WTC re-
sponder or certified-eligible survivor in 
writing of the WTC Program Adminis-
trator’s decision and the reason for the 
decision. 

(i) In the course of review, the WTC 
Program Administrator may seek a 
recommendation about certification 
from a physician panel with appro-
priate expertise for the condition. 

(ii) [Reserved] 
(2) If certification is denied, the WTC 

responder or certified-eligible survivor 
may appeal the WTC Program Admin-
istrator’s decision to deny certifi-
cation, as provided under § 88.15. 

(c) Treatment pending certification. 
While certification is pending, author-
ization for treatment of a WTC-related 
health condition or a health condition 
medically associated with a WTC-re-
lated health condition shall be ob-
tained from the WTC Program Admin-
istrator before treatment is provided, 
except for the provision of treatment 
for a medical emergency. 

§ 88.14 Standard for determining med-
ical necessity. 

All treatment provided under the 
WTC Health Program will adhere to a 
standard which is reasonable and ap-
propriate; based on scientific evidence, 
professional standards of care, expert 
opinion or any other relevant informa-
tion; and which has been included in 
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the medical treatment protocols devel-
oped by the Data Centers and approved 
by the WTC Program Administrator. 

§ 88.15 Appeals regarding treatment. 
(a) Individuals may appeal the fol-

lowing decisions made by the WTC Pro-
gram Administrator: not to certify a 
health condition as a WTC-related con-
dition; not to certify a health condi-
tion as medically associated with a 
WTC-related health condition; or not 
to authorize treatment due to a deter-
mination by the WTC Program Admin-
istrator about medical necessity for a 
certified WTC-related health condition. 

(1) A WTC responder, screening-eligi-
ble survivor denied status as a cer-
tified-eligible survivor, certified-eligi-
ble survivor, or designated representa-
tive may appeal a determination by the 
WTC Program Administrator denying 
certification of the individual’s health 
condition for coverage under the WTC 
Health Program or a determination 
that treatment will not be authorized 
as medically necessary. 

(2) Appeal shall be made in writing, 
describe the reason(s) why the indi-
vidual believes the determination is in-
correct, and be postmarked within 60 
calendar days of the date of the WTC 
Program Administrator’s letter noti-
fying the individual of the WTC Pro-
gram Administrator’s adverse deter-
mination. No new documentation will 
be considered in the appeal process 
that was not available to the WTC Pro-
gram Administrator at the time of his 
or her initial determination. 

(b) Review of appeal. (1) The WTC Pro-
gram Administrator will appoint a 
Federal official to conduct the appeal. 

(2) The Federal official may convene 
one or more qualified experts, inde-
pendent of the WTC Health Program, 
to review the WTC Program Adminis-
trator’s initial determination. The ex-
pert reviewers shall base their review 
and recommendation on the docu-
mentation available to the WTC Pro-
gram Administrator when the initial 
determination was made. The review-
ers shall submit their findings to the 
Federal official. 

(3) The Federal official shall review 
the expert reviewers’ findings and 
make a final determination, which will 
be sent to the WTC Program Adminis-

trator and the individual who filed the 
appeal. No further requests for review 
of this final determination will be con-
sidered. 

(c) At any time, the WTC Program 
Administrator may reopen a final de-
termination (pursuant to paragraph 
(b)(2) of this section) and may affirm, 
vacate, or modify such final determina-
tion in any manner he or she deems ap-
propriate. 

§ 88.16 Reimbursement for medically 
necessary treatment, outpatient 
prescription pharmaceuticals, mon-
itoring, initial health evaluations, 
and travel expenses. 

(a) Medically necessary treatment and 
outpatient prescription pharmaceuticals. 
(1) The costs of providing medically 
necessary treatment or services for a 
WTC-related health condition or a 
health condition medically associated 
with a WTC-related health condition 
by a Clinical Center of Excellence or by 
a member of the nationwide provider 
network will be reimbursed according 
to the payment rates that apply to the 
provision of such treatment and serv-
ices by the facility under the Federal 
Employees Compensation Act (5 U.S.C. 
8101 et seq., 20 CFR Part 20). 

(i) The WTC Program Administrator 
will reimburse a Clinical Center of Ex-
cellence or a member of the nationwide 
provider network for treatment not 
covered under the Federal Employees 
Compensation Act pursuant to the ap-
plicable Medicare fee for service rate, 
as determined appropriate by the WTC 
Program Administrator. 

(ii) [Reserved] 
(2) Payment for costs of medically 

necessary outpatient prescription phar-
maceuticals for a WTC-related health 
condition or health condition medi-
cally associated with a WTC-related 
health condition will be reimbursed by 
the WTC Program Administrator under 
a contract with one or more pharma-
ceutical providers. 

(b) Monitoring and initial health eval-
uations. (1) Payment for the costs of 
providing monitoring and initial health 
evaluations to a WTC responder, 
screening-eligible survivor, or cer-
tified-eligible survivor by a Clinical 
Center of Excellence or a member of 
the nationwide provider network will 
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be reimbursed according to the pay-
ment rates that would apply to the 
provision of such treatment and serv-
ices under the Federal Employees Com-
pensation Act (5 U.S.C. 8101 et seq., 20 
CFR Part 20). 

(c) Review of claims for reimbursement 
for medically necessary treatment. (1) 
Each claim for reimbursement for 
treatment will be reviewed by the WTC 
Program Administrator. 

(2) If the WTC Program Adminis-
trator determines that the treatment 
is not medically necessary, reimburse-
ment will be withheld by the WTC Pro-
gram Administrator. 

(d) Transportation and travel expenses. 
The WTC Program Administrator may 
provide for necessary and reasonable 
transportation and expenses incident 
to the securing of medically necessary 
treatment through the nationwide pro-
vider network, involving travel of more 
than 250 miles. 

§ 88.17 Addition of health conditions to 
the list of WTC-related health con-
ditions. 

(a) Any interested party may peti-
tion the WTC Program Administrator 
to add a condition to the list of WTC- 
related health conditions. 

(1) Each petition shall state an intent 
to petition and be sent to the WTC Pro-
gram Administrator. The petition shall 
include: 

(i) Name and contact information of 
the interested party; 

(ii) Name and description of the con-
dition(s) to be added; and 

(iii) Reasons for adding the condi-
tion(s), including the medical basis for 
the association between the September 
11, 2001, terrorist attacks and the con-
dition(s) to be added. 

(2) Not later than 60 days after the 
receipt of a petition, the WTC Program 
Administrator shall: 

(i) Request a recommendation of the 
WTC Health Program Scientific/Tech-
nical Advisory Committee; or 

(ii) Publish in the FEDERAL REGISTER 
a proposed rule to add such health con-
dition; or 

(iii) Publish in the FEDERAL REG-
ISTER the WTC Program Administra-
tor’s determination not to publish a 
proposed rule and the basis for that de-
termination; or 

(iv) Publish in the FEDERAL REGISTER 
a determination that insufficient evi-
dence exists to take action under para-
graph (a)(2)(i) through (iii) of this sec-
tion. 

(3) The WTC Program Administrator 
may consider more than one petition 
simultaneously when the petitions pro-
pose the addition of the same health 
condition. Scientific/Technical Advi-
sory Committee recommendations and 
FEDERAL REGISTER notices initiated by 
the WTC Program Administrator pur-
suant to paragraph (a)(2) of this section 
may respond to more than one peti-
tion. 

(4) The WTC Program Administrator 
shall be required to consider a new pe-
tition for a health condition previously 
reviewed by the WTC Program Admin-
istrator and determined not to qualify 
for addition to the list of WTC-related 
health conditions only if the new peti-
tion presents a new medical basis (i.e., 
not previously reviewed) for the asso-
ciation between the September 11, 2001, 
terrorist attacks and the condition to 
be added. 

(b) The WTC Program Administrator 
may propose to add a condition to the 
list of WTC-related health conditions 
by publishing a proposed rule in the 
FEDERAL REGISTER and providing inter-
ested parties a period of 30 days to sub-
mit written comments. The WTC Pro-
gram Administrator may extend the 
comment period for good cause. 

(1) If the WTC Program Adminis-
trator requests a recommendation from 
the WTC Health Program Scientific/ 
Technical Advisory Committee, the 
Advisory Committee shall submit its 
recommendation to the WTC Program 
Administrator no later than 60 days 
after the date of the transmission of 
the request or no later than a date 
specified by the Administrator (but not 
more than 180 days after the request). 
If the WTC Program Administrator de-
cides to publish a proposed rule or a de-
termination not to publish a proposed 
rule in the FEDERAL REGISTER, he or 
she shall do so no later than 60 days 
after the date of transmission of the 
Advisory Committee recommendation. 

(2) [Reserved] 

[77 FR 24631, Apr. 25, 2012] 
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