AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Public Health Service, HHS

§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) lIdentify 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-
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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
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]
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§85a.1

§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:

(a) OSH Act means the Occupational
Safety and Health Act of 1970 (29 U.S.C.
651 et seq.) and FMSH Act means the
Federal Mine Safety and Health Act of
1977 (30 U.S.C. 801 et seq.).

(b) Assistant Regional Director means
any one of the ten Occupational Safety
and Health Administration Assistant
Regional Directors for Occupational
Safety and Health.

(¢) Informed consent means the know-
ing consent of an individual or his le-
gally authorized representative, so sit-
uated as to be able to exercise free
power of choice without undue induce-
ment or any element of force, fraud,
deceit, duress, or other form of con-
straint or coercion. The basic elements
of information necessary to such con-
sent 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

42 CFR Ch. | (10-1-07 Edition)

(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.

(d) Investigation means research
projects, experiments, demonstrations,
studies, and similar activities of
NIOSH which are conducted under sec-
tion 20 of the OSH Act and section 501
of the FMSH Act.

(e) Legally authorized representative
means an individual or judicial or
other body authorized under applicable
law to consent on behalf of a prospec-
tive subject to such subject’s participa-
tion in the particular activity or proce-
dure.

(f) NIOSH means the National Insti-
tute for Occupational Safety and
Health of the Center for Disease Con-
trol, Public Health Service, Depart-
ment of Health and Human Services.

(g9) 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.

(h) NIOSH Regional Office means any
one of the ten Department of Health
and Human Services Regional Offices,
the addresses of which are specified in
§5.31 of title 45, Code of Federal Regu-
lations.

(i) Place of employment means any
coal or other mine, factory, plant, es-
tablishment, construction site, or
other area, workplace or environment
where work is performed by any em-
ployee of an employer.

(J) MSHA District Office means any
one of the Mine Safety and Health Ad-
ministration’s District Offices.

(k) BOM means the Bureau of Mines,
Department of the Interior.

(I) 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.

(m) Employer has the same meaning
as stated in the OSH Act and for the
purposes of this part includes operator
as defined in the FMSH ACT.

[41 FR 45002, Oct. 14, 1976, as amended at 45
FR 2654, Jan. 14, 1980]
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§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

§85a.4

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) If there is a local union at the
place of employment, the local presi-
dent, business manager or other appro-
priate individual;

(3) The appropriate Assistant Re-
gional Director, when investigations
are conducted under the OSH Act;

(4) The appropriate MSHA District
Office; the Director, BOM, and the As-
sistant Director for Mining, BOM,
when investigations are conducted
under the FMSH Act.

(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)(l),
(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
those individuals 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
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those individuals stipulated in para-
graphs (a)(1). (a)(2), (2)(3), and (a)(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]

§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

42 CFR Ch. | (10-1-07 Edition)

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 contact 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.

(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
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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, motion pictures or videotapes
related to the purpose of the investiga-
tion; to employ other reasonable inves-
tigative techniques, including medical
examinations, anthropometric meas-
urements and standardized and experi-
mental functional tests of employees
with the informed consent of such em-
ployees; to review, abstract, and dupli-
cate such personnel records as are per-
tinent to mortality, morbidity, injury,
safety, and other similar studies; and
to question and interview privately
any employer, owner, operator, agency,
or employee from the place of employ-
ment. The employer, owner, operator,
or agency shall have the opportunity
to review photographs, motion pic-
tures, and videotapes 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 Human Subjects Review Board
and no employee examination, meas-
urement or test will be undertaken
without the informed consent of such
employee.

(e) NIOSH authorized representatives
will comply with all safety and health

§85a.7

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]

§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
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
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and will inform the agencies identified
in §85a.4(a)(1), (a)(3), and (a)(4).

[41 FR 45002, Oct. 16, 1976, as amended at 45
FR 2654, Jan. 14, 1980]

§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 Regional Con-
sultant for Occupational Safety and
Health in the appropriate NIOSH Re-
gional Office.

(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

42 CFR Ch. | (10-1-07 Edition)

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
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]
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