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applies, such individual shall, unless
otherwise authorized by the Chairman
or the General Counsel, appear in
response thereto and respectfully
decline to testify on the grounds that it
is prohibited by this regulation.

(c) A person who desires testimony or
other statement from any person to
whom this part applies may make
written request therefor, verified by
oath, directed to the Chairman setting
forth his or her interest in the matter to
be disclosed and designating the use to
which such statement or testimony will
be put in the event of compliance with
such request: provided, that a written
request therefor by an official of any
federal, state or tribal entity, acting in
his or her official capacity need not be
verified by oath. If it is determined by
the Chairman or the General Counsel
that such statement or testimony will be
in the public interest, the request may
be granted. Where a request for a
statement or testimony is granted, one
or more persons to whom this part
applies may be authorized or designated
to appear and testify or give a statement
with respect thereto.

§516.3 When may a person to whom this
part applies produce records?

(a) Any request for records of the
National Indian Gaming Commission
shall be handled pursuant to the
procedures established in 25 CFR parts
515 and 517 and shall comply with the
rules governing public disclosure as
provided in 25 CFR parts 515 and 517.

(b) Whenever a subpoena duces tecum
commanding the production of any
record has been lawfully served upon a
person to whom this part applies, such
person shall forward the subpoena to
the General Counsel. If commanded to
appear in response to any such
subpoena, a person to whom this part
applies shall respectfully decline to
produce the record on the ground that
production is prohibited by this part
and state that the production of the
record(s) of the National Indian Gaming
Commission is a matter to be
determined by the Chairman or the
General Counsel.

§516.4 How are records certified or
authenticated?

(a) Upon request, the person having
custody and responsibility for
maintenance of records which are to be
released under this part or 25 CFR parts
515 or 517 may certify the authenticity
of copies of records that are requested
to be provided in such format.

(b) A request for certified copies of
records or for authentication of copies of
records shall be sent to the National
Indian Gaming Commission, 1441 L

Street NW., Suite 9100, Washington, DC
20005, Attention: Freedom of
Information Act Officer.

Authority and Signature

This proposed rule was prepared
under the direction of the
Commissioners, National Indian Gaming
Commission, 1441 L St. NW, Suite 9100,
Washington DC 20005.

Signed at Washington, DC this 28th day of
September, 1999.

Montie R. Deer,

Chairman, National Indian Gaming
Commission.

[FR Doc. 99-25747 Filed 10-6-99; 8:45 am]
BILLING CODE 7565-01-P

NUCLEAR REGULATORY
COMMISSION

10 CFR Part 20
RIN 3150-AF81

Respiratory Protection and Controls to
Restrict Internal Exposures

AGENCY: Nuclear Regulatory
Commission.

ACTION: Final rule.

SUMMARY: The Nuclear Regulatory
Commission (NRC) is amending its
regulations regarding the use of
respiratory protection and other controls
to restrict intake of radioactive material.
The amendments make these
regulations more consistent with the
philosophy of controlling the sum of
internal and external radiation
exposure, reflect current guidance on
respiratory protection from the
American National Standards Institute
(ANSI), are consistent with recently
effective revisions to Occupational
Safety and Health Administration
(OSHAs) respiratory protection rule,
and make NRC requirements for
radiological protection less prescriptive
while reducing unnecessary regulatory
burden without reducing worker
protection. The amendments provide
greater assurance that worker dose will
be maintained as low as is reasonably
achievable (ALARA) and that recent
technological advances in respiratory
protection equipment and procedures
are reflected in NRC regulations and
clearly approved for use by licensees.
EFFECTIVE DATE: February 4, 2000.

FOR FURTHER INFORMATION CONTACT:
Alan K. Roecklein, Office of Nuclear
Reactor Regulation, U.S. Nuclear
Regulatory Commission, Washington,
DC 20555-0001, telephone (301) 415—
3883; email AKR@nrc.gov.
SUPPLEMENTARY INFORMATION:

|. Background

The NRC published a major revision
of 10 CFR Part 20, ““Standards for
Protection Against Radiation,” on May
21, 1991 (56 FR 23360). Although the
NRC was aware that certain provisions
of Subpart H and Appendix A to Part 20
were out of date and did not reflect new
technology in respiratory devices and
procedures, the NRC made minimal
changes in the May 21, 1991 final rule.
The NRC was aware that an ANSI
standard was being prepared that was
expected to provide state-of-the-art
guidance on acceptable respiratory
protection devices and procedures.
Therefore, the NRC decided to address
further revisions to Subpart H and
Appendix A to Part 20 when the ANSI
guidance was complete.

In response to public comments on
the proposed 10 CFR Part 20, the NRC
made several changes to Subpart H in
the May 21, 1991, final rule to make it
consistent with the new philosophy and
science underlying the new Part 20. The
new Subpart H required that the
practice of ALARA apply to the sum of
internal and external dose; addressed
correction of both high and low initial
intake estimates if subsequent, more
accurate measurements gave different
results; and clarified that a respiratory
protection program consistent with
Subpart H is required whenever
respirators are used to limit intakes of
radioactive material.

After 10 CFR Part 20 was revised, the
American National Standards Institute
approved publication of ANSI Z88.2—
1992, ““American National Standard for
Respiratory Protection”. This document
provides an authoritative consensus on
major elements of an acceptable
respiratory protection program,
including guidance on respirator
selection, training, fit testing, and
assigned protection factors (APF). The
NRC is amending Subpart H of Part 20
to make the regulations less prescriptive
without reducing worker protection.
This rule is consistent with the 1992
ANSI guidance and is consistent with
new regulations on respiratory
protection published by the
Occupational Safety and Health
Administration (OSHA).

I1. Analysis of Public Comments and
Staff Response

The proposed rule was published for
public comment in the Federal Register
July 17, 1998 (63 FR 38511). By mid-
November seventeen letters had been
received from the public providing
comments on the rule. One letter was
received from an Agreement State and
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eight letters provided comments on the
draft revision to Regulatory Guide 8.15.

This section discusses the comments
received, how the NRC staff was able to
incorporate many of the comments into
the final rule, and if not, why a
comment was not accepted. Numerous
suggestions for changes were acceptable
to the NRC staff consistent with
maintaining a comprehensive set of
regulations for the use of respiratory
protection against airborne radioactive
materials, adequate to assure health and
safety of workers at NRC-licensed
facilities. Every effort was made to
retain the burden reduction provided by
the amendments in the proposed rule
and to comply with the Commission’s
intent that regulations be risk informed
and performance based. Because many
commenters addressed the same issues,
this analysis will address all comments
but specific commenters will not be
identified.

Several commenters suggested
endorsing the regulations on respirator
use published recently by the
Department of Labor, Occupational
Safety and Health Administration
(OSHA), 29 CFR Parts 1910 and 1926.
The proposed NRC regulations were in
most respects consistent with those
adopted by OSHA. Because OSHA''s, as
well as NRC'’s, regulations on respirator
use may be applicable to facilities that
have both radiological and non-
radiological hazards, additional changes
have been made to the NRC rule to make
it even more consistent with OSHA
requirements. However, the suggestion
to rely entirely on the published OSHA
rules is not possible for the following
reasons.

The Atomic Energy Act (AEA) gives
the NRC the statutory responsibility to
protect public health and safety, which
includes worker radiological health and
safety, in the use of source, byproduct,
and special nuclear materials. The
Occupational Safety and Health Act
(OSH) Act provides that for working
conditions where another Federal
agency exercises statutory authority to
protect worker health and safety, the
OSH Act is inapplicable. Therefore in
implementing its statutory authority, the
NRC preempts the application of the
OSH Act for those working conditions
involving radioactive materials.

In 1988, the NRC and OSHA signed a
Memorandum of Understanding (MOU)
to make jurisdictional responsibilities at
NRC licensed facilities clear. Three
areas of interest are intended to be
regulated by the NRC. These are:
—Radiation risk produced by

radioactive materials.
—Chemical risk produced by

radioactive materials.

—Plant conditions that affect the safety
of radioactive materials and thus
present an increased radiation risk to
workers.

The NRC cannot meet its
responsibility to protect worker and
public radiological safety in these areas
without a comprehensive body of
regulations to guide inspection and
enforcement of essential safety issues
specifically addressing radiological
hazards.

In addition, the NRC regulation
includes the Assigned Protection
Factors (APFs) recommended by the
American National Standards Institute
(ANSI) with some modifications.
Because, in radiological applications,
using APFs to generate an estimate of
intake of radioactive materials is an
acceptable method to demonstrate
compliance with NRC dose limits, APFs
must be included in the regulation.
However, OSHA rules do not specify
APFs because this section of the OSHA
rules is still under development.

The NRC regulations include dose
limitation for radiation exposure with
the concept of keeping total dose As
Low As Is Reasonably Achievable
(ALARA). OSHA does not address
radiation hazards and does not include
the ALARA concept.

Finally NRC requirements do make it
clear that if an NRC licensee is using
respiratory protection to protect workers
against non-radiological hazards, the
OSHA requirements apply. If the NRC
has jurisdiction and is responsible for
inspection, the MOU specifies that NRC
will inform the licensee and OSHA if
the NRC observes an unsafe condition
relative to non-radiological hazards. For
all of these reasons, NRC believes it
must have respiratory protection
regulations in place, rather than adopt
on OSHA regulations.

Several commenters suggested
endorsing ANSI guidance in the
regulations such as ANSI Z88.2-1992,
“American National Standard for
Respiratory Protection.” The ANSI
standards are viewed by the NRC staff
as comprehensive guidelines that if
implemented would contribute to an
acceptable program. The NRC staff
participated in development of the
standards. However, the ANSI standard
does not specifically address
radiological protection. In addition, the
ANSI recommendations for general
respirator usage are too prescriptive to
be incorporated as regulatory
requirements given the Commission’s
intent to promulgate risk-informed and
performance-based rules.

With changes to the proposed rule
discussed here, 10 CFR Part 20, Subpart

H will be consistent in almost all
respects with ANSI guidance. The final
Regulatory Guide 8.15, “Acceptable
Programs for Respiratory Protection”,
will endorse, with some minor
exceptions, ANSI Z88.2, 1992, as
providing useful guidance for
implementing an acceptable respiratory
protection program. This is considered
by the NRC to be consistent with the
National Technology Transfer and
Advancement Act of 1995.

Several commenters objected to the
NRC proposed change that fit tests
could be performed every three years,
instead of annually, with supervisory
attention to any physiological changes
that might suggest more frequent tests.
The commenters observed that the NRC
proposal was inconsistent with ANSI
guidance and the OSHA requirement for
annual fit testing. The OSHA
requirement for annual fit testing is
based on several research studies that
showed significant numbers of workers
failing to maintain an acceptable level of
fit after only 1 year. The NRC staff
agrees and has retained the requirement
for annual fit testing in the final rule.

Several commenters suggested that
disposable respirators (filtering
facepieces or dust masks) without
elastomeric sealing surfaces and
adjustable straps, should have an APF
equal to 10 listed in Appendix A to be
consistent with ANSI. The final rule
does not assign an APF to “filtering
facepieces” that are not equipped with
elastomeric face seals and at least two
adjustable straps, unless the licensee
can demonstrate a fit factor of at least
100 by use of a quantitative or
qualitative, and validated or evaluated
fit testing protocol. If the device can be
fit tested to demonstrate a fit factor of
at least 100 then an APF of 10 may be
used. Although stated differently, this is
essentially the condition that ANSI
would require of disposables. The NRC
rule has the benefit of calling attention
to the possibility that some devices,
such as dust masks, may not retain good
fit under conditions of use in the work
place. This provision also permits the
use of dust masks and other disposables,
if requested by a worker, without the
requirement to perform medical exams
or fit tests. Fit testing is only required
if an APF is assigned, or if credit is
taken for use of the device in estimating
intake or dose, suggesting that the intent
is to limit intake of radioactive material.

Three respirator types operating in
demand or in demand, recirculating
mode were given APFs of 5 in the
proposed rule. This was in an effort to
discourage their use by mistake in high
concentration areas. ANSI gives these
devices APFs equal to 100. Consistent
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with ANSI and in response to public
comment, the NRC staff has changed
these APFs to 100.

It was suggested that Appendix A
could be put into Regulatory Guide 8.15
so that changes could be made more
easily as ANSI revised APFs. This
suggestion is not accepted by the NRC
staff because APFs may be used to
generate estimates of dose of record
from the intake of radioactive material
and as such should be regulatory
requirements. Regulatory Guides
provide descriptions of acceptable
programs, are guidance only, and cannot
be enforced unless a licensee commits
to use specific regulatory guides in its
license. Although many materials
licensees and some nuclear power plant
licensees do commit to use specific
regulatory guidance, thus making the
guidance enforceable, it is not required
that all licensees incorporate regulatory
guides.

In addition, APFs, as established by
ANSI, are considered to be the
maximum allowable measure of
protection associated with each
respirator type and mode of operation.
These measures are used to select a
licensee’s inventory of available
respiratory protection devices as well as
to select respirators for a particular job.
The NRC believes it is important to
worker safety that APFs not be flexible
as they might be if they were contained
only in regulatory guidance.

During the information collection
phase of this rulemaking, the NRC staff
was advised by several licensees that
they would hesitate to use a device
unless it were specifically “permitted”
in the NRC regulations. Appendix A is
needed in the regulation to specify those
respiratory devices that are permitted to
be used in an NRC licensed facility. For
example, quarter facepieces although
approved by NIOSH and ANSI, are not
permitted for use in NRC licensed
facilities. On the other hand, air-
supplied suits, that are not tested or
certified by NIOSH or listed in ANSI,
are in Appendix A to Part 20 thus
permitting their use by licensees.

Several commenters suggested that
the NRC terms and definitions should
be consistent with those used by OSHA.
The NRC staff agrees. Several OSHA
terms and definitions have been added
to 10 CFR Part 20 in this final rule and
several proposed NRC definitions have
been amended to be more consistent
with OSHA terms.

A commenter observed that
§20.1703(c)(3) requires that respirators
be tested for operability prior to each
use but that such tests (user seal checks)
are not quantitative and there is no
requirement to document the check. It

was suggested that this requirement be
deleted. The NRC staff does not intend
that user seal checks (fit checks) be
guantitative nor that they be
documented. User seal checks have
been required by the NRC since 1979
and are well known to the industry.
Licensee training programs describe the
procedures and the procedures are
subject to periodic licensee and NRC
audits. The need to perform a user seal
check (fit check) prior to each use is
considered an essential safety
procedure, consistent with industry
practice and ANSI guidance. This
requirement is retained.

A commenter stated that
§20.1703(c)(2) requires the use of
bioassays during respirator use in order
to evaluate actual intakes and that for
certain radionuclides, such as W- and Y-
class forms of thorium and Y-class
forms of uranium, bioassay techniques
are relatively insensitive. The NRC staff
observes that §20.1204, ““‘Determination
of internal exposure,” permits the use of
air sampling, bioassays or combinations
of these measurements to assess dose
from the intake of radioactive materials.
The final §20.1703(c)(2) states that a
licensee shall implement and maintain
a respiratory protection program that
includes surveys and bioassays, as
necessary, to evaluate actual intakes.
The intent of this provision is to
identify elements required to be
addressed in the program description.
This section does not replace §20.1204
which permits methods other than
bioassay to be used to determine dose
from intake.

A commenter observed that under the
proposed rule, if a licensee determined
that a work situation did not require the
use of respirators but a worker requested
one, then a respiratory protection
program would be required to be in
effect. This is true for any respirator that
has been assigned an APF in Appendix
A. However, the rule now recognizes the
use of disposable filtering facepieces
(dust masks) without an APF. If no
credit is to be taken for their use then
program elements such as a medical
exam and fit test are not required. Other
program elements such as minimal
training on limitations of the devices
and correct methods of use are required.

A comment was made that the final
rule should establish the extent to
which emergency planning efforts must
incorporate the programmatic
requirement of 10 CFR 20.1703. 10 CFR
Part 20 does not directly address
emergency situations but provides
programmatic requirements for normal
operations. However, § 20.1001 notes
that “* * * nothing in this part shall be
construed as limiting actions that may

be necessary to protect health and
safety.” This suggests that in the event
of an emergency, such as a major release
or spill of radioactive material,
conditions would need to be assessed
and the need for respiratory protection
determined. Licensees should determine
whether or not an emergency situation
could reasonably be expected to arise
that would require the establishment of
a respiratory protection program, and
how extensive that program would need
to be. For nuclear power plants, §50.47
(b)(8) requires “adequate * * *
equipment to support the emergency
response.” This includes respiratory
protection equipment that would be
needed in an emergency and a program
for its use.

In NUREG-6204, Question and
Answers Based on Revised 10 CFR Part
20, a question was posed as to whether
the requirements of 10 CFR 20.1703
apply to respiratory protection
equipment that is to be used only in
emergencies. The NRC staff position is
that if the equipment is to be used to
limit intakes of radioactive material, this
requirement applies. Also, footnote i to
the new Appendix A makes it clear that
full facepiece, Self-Contained-Breathing-
Apparatus (SCBA) operating in pressure
demand, or positive pressure
recirculating mode may be used as an
emergency device in unknown
concentrations for protection against
inhalation hazards. If a licensee
determined that there was sufficient
likelihood of an emergency situation,
including significant airborne
radioactive material, to justify the
maintenance of emergency use SCBA,
then a program would be necessary to
assure the safe use of the equipment
should it be needed. The NRC staff
believes that any respiratory protection
program that meets Part 20 requirements
should provide a good basis for
respirator use in emergency situations.
Further guidance is provided in
Regulatory Guide 8.15.

A commenter stated that § 20.1703(b)
requires application to the Commission
for approval to use respiratory devices
not tested or certified by NIOSH. It was
suggested that this application would
not be necessary if the respirator were
used in a situation where no protection
factor was needed. The program
elements described in §20.1703 come
into effect “* * * if the licensee
assigns or permits the use of respiratory
protection equipment to limit the intake
of radioactive material.” The NRC
clarified the statement of considerations
to help define “limit intake.” In effect,
if a licensee determines that respiratory
protection is not required to limit intake
of radioactive material and a respirator
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is used for some other reason, then the
§20.1703 conditions are not applicable.
However, in this case, other regulations
would govern the use of respirators. For
example, if a worker requests a
respirator that will not be used to limit
intakes of radioactive material, then
OSHA or State requirements would
come into play. For example, OSHA
requirements for the voluntary use of
disposable filtering facepieces (dust
masks) would be little more than brief
instruction on the limitations of the
device and correct methods of use. NRC,
as well as OSHA requirements for the
use of tight-fitting, half or full-facepiece
respirators are more extensive,
including medical evaluation.

A suggestion was made that
§20.1703(d) should include instructing
a worker that a respirator could be
removed in any situation where the user
judges that his or her health is at risk
due to physical or psychological stress
caused by use of the respirator. The
NRC staff believes the present language
in this section and guidance in Reg.
Guide 8.15, is adequate to assure that a
worker knows when and how to secure
relief from respirator-induced stress.

A commenter requested that
provisions be added to allow the use of
combination full facepiece, pressure
demand, supplied air respirators with
auxiliary self-contained air supply for
use during emergency entry into an
unassessed environment. The NRC staff
intends that Appendix A Section IlI,
Combination Respirators, include any
devices or combinations of devices as
approved by NIOSH in 42 CFR Part
84.70. Regulatory Guide 8.15 provides
further guidance on the use of
combination respirators. The NRC staff
does not believe that any change is
needed in the regulation to permit (and
continue to allow) the use of these
approved devices.

A commenter questioned the
statement in footnote e of Appendix A
that ** * * no distinction is made
* * * petween elastomeric half-masks
with replaceable cartridges and those
designed with the filter medium as an
integral part of the face piece (e.g.,
disposable or reusable disposable).” The
commenter observed that there is no
assurance that a filtering facepiece
would provide the same degree of
protection as a respirator equipped with
an elastomeric facepiece. The NRC staff
agrees with this statement and has
assigned a protection factor of 10 only
to devices having elastomeric face
sealing properties and two or more
adjustable straps. Filtering facepieces
not having these design features are the
first entry in Appendix A and are not
given an APF.

A commenter observed that proposed
footnote e would permit the use of
filtering facepiece respirators (dust
masks) without medical screening or fit
testing. The footnote also provides that
if a licensee can demonstrate a fit factor
of at least 100 using an acceptable fit
test protocol, then an APF of 10 can be
used. At question is whether the
medical screening becomes necessary if
the device qualifies for an APF. The
waiver of medical screening in the new
footnote d is based on the fact that these
devices do not impose physiological
stress because they are light weight, do
not have a tight seal, and do not
contribute significantly to breathing
resistance. The use of these devices,
such as dust masks, is likely to occur in
response to a worker’s request for a
respirator when the licensee has
determined that a respirator is not
needed. Under these circumstances, the
least burdensome design available
should be used. If a filtering facepiece
device passes a fit test, and is to be used
to limit intake, and an APF greater than
1 is used to estimate intake, then a full
program is required including medical
screening. This requirement is
consistent with the recent OSHA
regulations.

A suggestion was made that Appendix
A could be clearer with more
explanatory text in the table, fewer
footnotes, and terminology that tracks
OSHA. The NRC staff has revised
Appendix A to some extent, by spelling
out modes of operation and adopting
OSHA terminology whenever possible.

A suggestion was made that Appendix
A would be less complicated if there
was only one column of APF values.
The NRC staff agrees and the APF
column for air purifying respirators is
now labeled Particulate, and the
columns of APFs for atmosphere
supplying respirators and combination
respirators are now labeled Particulate,
Gases, and Vapors.

A commenter observed that footnote a
should reference OSHA regulations in
addition to 29 CFR 1910. The NRC staff
agrees and footnote a in the final rule
references Department of Labor
regulations. The revised Regulatory
Guide 8.15 discusses OSHA regulations
and guidance in more detail.

A commenter observed that the NRC-
proposed filter efficiency requirements
specified in proposed footnote ¢ do not
take into account the observation that
filter performance is far better in the
field than under NIOSH certification
testing conditions. The NIOSH tests are
conducted at extreme conditions such
as high flow rates, the challenge aerosol
is selected to be the most penetrating
particle size, and long test durations are

used. Under field conditions most filters
perform at nearly 100 percent efficiency.

Also it is not necessarily most
protective to select a high efficiency
filter because that results in a higher
pressure drop across the filter which
could increase breathing resistance and
lead to a greater possibility of leakage
around the seal as well as increased
worker stress. The NRC staff agrees with
this comment and final footnote b is
changed to specify 95 percent efficiency
filters for APFs less than 100, 99 percent
efficiency filters for APFs equal to 100,
and 99.97 percent efficiency for APFs
greater than 100.

A commenter suggested that some
language in proposed footnote d be
clarified and that the last sentence could
be covered in the text of the rule. The
NRC staff has revised the first sentence
in final footnote f to read, ““The assigned
protection factors for gases and vapors
are not applicable to radioactive
contaminants that present an absorption
or submersion hazard.” The last
sentence in proposed footnote d made it
clear that some sorbent cartridges have
been proven to be effective against
airborne gases and vapors and, after
NRC staff review and approval on a
case-by-case basis, the NRC will
continue to permit their use. This
provision clearly modifies information
in Appendix A. The NRC staff believes
it should remain in the footnotes. With
the restructuring of Appendix A, this
information is found in new footnotes c
and f. More detailed discussion of the
criteria for approval of sorbent
cartridges against gases and vapors has
been added to Regulatory Guide 8.15.

A commentor suggested deleting
proposed footnote e because the initial
statement to the effect that filtering
facepieces may be used without medical
screening or fit testing applies to all
tight fitting respirators. That is not the
case. Fit testing and medical screening
are required for any respirator that is
assigned a protection factor (APF). Only
disposable, filtering facepieces without
elastomeric sealing surface and
adjustable straps that do not have an
APF can be used without medical
screening. If the devices are fit tested in
order to use an APF, then medical
screening would also be required.

This commentor suggested that the
caution in the proposed footnote e to the
effect that it is difficult to perform
positive or negative pressure user seal
checks on filtering facepiece respirators
is not based on technical information.
The statement is based on cumulative
experience in the industry and
inspection by the NRC staff of a large
number of filtering facepiece respirators
that do not have elastomeric sealing
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surfaces and adjustable straps. In most
cases, it was very difficult for highly
experienced respirator users to
effectively perform a user seal check on
filtering facepiece respirators in the
negative or positive pressure mode.

A commentor proposed deleting the
last sentence in the final footnote i that
warns against using SCBA in pressure
demand or recirculating positive
pressure modes if any outward leakage
of breathing gas is perceived. This is an
important warning for use of these
devices in emergencies or unassessed
situations because leakage could
significantly reduce the expected
duration of the air supply and thus stay
time. Premature exhaustion of the air
supply could result in serious injury or
death of a worker in an Immediately
Dangerous to Life and Health (IDLH)
area. This warning appropriately
modifies the assigned protection factor
for this type of device.

A commentor suggested several
revisions to the NRC proposed
definitions. Based on several comments
the NRC staff has decided to use OSHA
definitions for consistency and the
OSHA definitions are consistent with
the suggestions made by this
commentor.

A commentor questioned the use of
the words “as necessary’’ in §20.1703
(c)(2). The intent of the words “‘as
necessary” is that surveys or bioassays
should be included in the program only
if a licensee believes that these methods
would be needed to determine intake.
For example, if air sampling during all
procedures indicates that no radioactive
material is ever released into the air,
then evaluation of actual intakes using
bioassay would not be necessary.
Section 20.1204, Determination of
internal exposure, states that for
purposes of determining dose the
licensee shall measure concentrations,
do bioassay, whole body count, or
combinations of these measurements.
The purpose of §20.1703(c)(2) is to
identify elements of an acceptable
program that may need to be included
in the program, not to require
performance of bioassay if it is not
needed.

A commentor observed that the
proposed §20.1701 stated that “The
licensee shall use, to the extent
practicable, process or other engineering
controls (e.g. containment,
decontamination, or ventilation) to
control the concentration of radioactive
material in air. The word *‘practicable”
is used in place of “practical’ as found
in the current regulations. The NRC staff
agrees with this comment to the effect
that “practicable”” would require any
action that was ‘‘possible,” whereas

“practical’ specifies action that would
be “useful”. The word “‘practical” is
consistent with “‘reasonable’ as found
in ALARA, As Low as Is Reasonably
Achievable, and the final rule has been
changed to retain the word “‘practical.”

A commentor observed that the
proposed definition of “‘fit factor” is a
guantitative measure of the fit of a
respirator to an individual. The
proposed definition of ““fit test” is a test,
guantitative or qualitative to evaluate
the fit of a respirator and to determine
the fit factor. The commentor states that
a qualitative fit test cannot yield a
guantitative fit factor. In fact, approved
qualitative fit test protocols are
considered by NIOSH, OSHA, and ANSI
to imply minimum quantitative fit
factors, usually limited to 100.

However, because the NRC has
decided to adopt the OSHA definitions,
the final rule defines fit factor as
“x * *g quantitative estimate of the fit
of a particular respirator to a specific
individual, and typically estimates the
ratio of the concentration of substance
in ambient air to its concentration
inside the respirator when worn.” This
definition permits use of a challenge
medium whose concentration at
ambient temperature and pressure can
be estimated (C,) and if not detected by
the test subject, a maximum
concentration inside the mask can be
assumed, (C). The estimated fit factor
would then be the ratio C1/C>. These
qualitative fit factors are permitted to be
used to determine fit factor, and Reg.
Guide 8.15 will provide more detailed
guidance on the use of approved
protocols.

A commentor suggested that the
listing of irritant smoke (hydrogen
chloride) as an acceptable challenge
agent in a user seal check (fit check), be
removed. There is evidence of health
risks associated with exposure to this
chemical agent, not only to the worker
but also to the person performing the
test. The NRC staff has decided to keep
this option as one of the acceptable user
seal checks along with positive and
negative pressure check and isoamyl
acetate, because both OSHA and ANSI
list it. However, the final version of Reg.
Guide 8.15 will include a caution
regarding excessive exposure to this
agent as well as some suggestions for
performing user seal checks with irritant
smoke so as to minimize exposure.

This commentor pointed out that
deleting the words “* * * or had
certification extended” from
§20.1703(a) and §20.1703(b), is
appropriate but that users should be
advised that any particulate respirators
certified under 30 CFR Part 11 remain
certified. The new certification

regulations are at 42 CFR Part 84. The
NRC staff agrees, and the statement of
considerations includes a note to this
effect, and Reg. Guide 8.15 discusses
certification in more detail.

The commentor questioned the
wording in §20.1703(c)(3) that would
exempt respirators with no APFs from
user seal checks for tight fitting
respirators and functional or operability
checks for others such as atmosphere
supplied suits. The NRC staff agrees that
if a device is capable of being fit
checked or operability checked then
these checks should be performed each
time the device is used whether or not
a APF is used. The words “* * *with
APFs* * *” gre removed from
§20.1703(c)(3).

It was observed that § 20.1703(c)(6)
does not specify that fit testing measures
face seal rather than equipment
operation and therefore must always be
performed with the facepiece operating
in the negative pressure mode. This
provision has been changed to be
consistent with ANSI. Also, the
proposed requirement to fit test any
tight-fitting, positive pressure,
continuous flow and pressure demand
devices to a fit factor =2 100 is
inconsistent with the OSHA
specification of 500. This difference
could result in workers using different
masks depending on whether the
respirator was used for protection
against radiological or non-radiological
hazards. It was further stated that a fit
factor of 100 may be too low for full-face
tight-fitting masks because it in fact
would represent a relatively poor fit.
The NRC staff believes that the OSHA
recommended fit factor of 500 is not
difficult to achieve and provides an
additional increment of safety. The final
rule reflects this change.

A commentor observed that Appendix
A lists a positive pressure (PP)
operational mode for some 