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Dear Ms. Bladey:

On behalf of the Nuclear Energy Institute's (NEI)' fuel cycle facility members, we submit the following
comments addressing two Federal Register Notices (FRN) soliciting feedback on Draft Interim Staff
Guidance ZZ, Revision 0 Guidance for the Evaluation of Acute Chemical Exposures and Proposed
Quantitative Standards ('Draft ISG"). The FRN was issued on March 4, 2015, and provided the Draft ISG for
public comment by May 18, 2015. On March 4, 2015, NRC also held a public meeting to discuss the Draft
ISG. We appreciated the March public meeting discussions, which helped to better inform our comments.

Subsequent to the public meeting, NRC issued a second FRN on April 17, 2015. This second FRN provided
supplemental information on backfitting issues associated with the Draft ISG and extended the comment
period to July 1, 2015. The cover letter and its three Attachments address both FRNs.

1 The Nuclear Energy Institute (NEI) is the organization responsible for establishing unified industry policy on matters

affecting the nuclear energy industry, including the regulatory aspects of generic operational and technical issues. NEI's
members include all entities licensed to operate commercial nuclear power plants in the United States, nuclear plant
designers, major architect/engineering firms, fuel cycle facilities, nuclear materials licensees, and other organizations and
entities involved in the nuclear energy industry.
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Industry Position Remains Unchanqed:

We appreciate the extensive interactions with NRC staff on this issue; however, it has now been seven years
since this issue was first raised. As stated in our March 26, 2014 letter, we have mutually expendedresources
to conduct a detailed and thorough review of the regulations, related guidance, NRC's recent research,
national standards, industry work practices and in-depth discussions with and research by industrial hygienists.
As a result, we believe that NRC must reconsider its position that would require licensees to develop dermal
and ocular quantitative exposure standards for workers. We recognize that the staff was directed by the
Commission to issue draft guidance for comment. However, industry believes that our collective attention and
resources should be focused on issues that are of higher significance. Such a step would be consistent with
the NRC's Principles of Good Regulation, the on-going cumulative effects initiatives, and the recent
Commission direction on Project AIM. More specifically, developing and implementing such standards will
divert limited facility resources from day-to-day safe operations to potentially identifying new Items Relied
on For Safety (IROFS) and conducting worker training, among other efforts, with no commensurate safety
benefit. As we have stated on many occasions, this initiative is unnecessary, potentially counterproductive
and should be discontinued.

Industry, is providing comments on the draft ISG in order to be responsive to the Federal Register notices
referenced above. However, our feedback on the draft should not be interpreted as a concession to, or
endorsement of, the NRC staff's current interpretation of Subpart H. Given the chemical safety programs
that are currently in place, which focus on prevention and mitigation of dermal and ocular exposure to
chemicals, industry continues to believe that developing such quantitative standards will yield no
discernable safety benefit. Despite the staff's reasonable effort to develop the ISG, it remains clear that
uniform, quantitative standards addressing dermal and ocular exposures to a wide variety of chemicals
have not been developed by expert organizations. Thus, the draft ISG does not provide such standards.
Rather, it proposes methods that could be used to create quantitative standards based on the limited
information available. Further, it should be recognized that implementing the Draft ISG, as written, would
likely result in different facilities developing different standards for the variety of chemicals used within the
Fuel Cycle industry, as well as the hydrogen fluoride standard approved by NRC and currently in place
today at a few facilities. Finally, given the approach outlined in the draft ISG, it is unclear whether the NRC
still considers the existing hydrogen fluoride standard to be sufficient. NRC should clarify this issue with
affected licensees and in the final ISG, if the document is issued.

No Safety Issue Exists:

Industry continues to believe--and NRC staff has acknowledged--that the development of quantitative
dermal and ocular exposure standards for workers is unnecessary from a safety and compliance standpoint,
and is impractical from a technical standpoint. As stated in our March 26, 2014 letter, the emphasis by the
Occupational Safety and Health Administration (OSHA) and fuel cycle industry practices is to prevent and
mitigate and, when required, report the event to the appropriate agency. With regard to NRC, the Part 70
Appendix A reporting requirements can be met without a quantitative standard to assess actual rare
exposure events. The reporting would be based on the exposure results and the 70.61 performance
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requirement definitions, not on a quantitative standard. Creating meaningless standards and related paper
trails do little for and may actually detract from assuring a safe work environment.

As staff is aware, industry must follow the OSHA standards to protect workers from chemical exposures and
has appropriate protective, preventative, and mitigative measures in place to keep the workers safe. NRC is
aware of licensee chemical safety programs and has approved them as part of the licensing basis for fuel
cycle facilities subject to Subpart H. We also disagree with the implication that industry took no specific
action in response to the exposure events cited in the April 2015 FRN or that such action has been
ineffective. To the contrary, industry considered NRC Information Notice 2007-22 as operating experience
and implemented corrective actions to decrease the likelihood of similar events in the future. Thus, efforts
to create quantitative dermal and ocular exposure standards would represent additional regulatory burden
that would yield no commensurate safety benefit. Attachment 1 provides additional feedback in response to

the April 2015 FRN on supplemental backfit information.

In addition, NRC has not clearly articulated how implementation of a new quantitative standard will increase
safety, which 'should be our mutual goal when expending resources. Implementation of a quantitative
exposure standard for workers would not result in new or improved worker protection programs and would
not have prevented the exposure events the staff points to as the basis for its current interpretation of
Subpart H.2 Also, contrary to the statements contained in the April FRN,3 none of the events cited by the
staff were determined by NRC or the licensee as having met the threshold of an "intermediate" or "high"
consequence event or resulted in long-lasting, serious health effects. See Attachment 1 for further
discussion of the cited events.

Finally, during the March 4, 2015 NRC public meeting, industry unexpectedly learned that NRC intends to
develop and issue an Enforcement Guidance Memorandum that would apply until this issue is resolved.
Industry maintains its position that development of quantitative standards for dermal and ocular chemical
exposures is not required by Subpart H for plants with approved ISA summaries and, therefore, there is
ultimately no compliance issue to be addressed through the use of an EGM. However, backfitting concerns
notwithstanding, industry agrees that enforcement discretion should be exercised while the NRC and
industry work to resolve this issue.

2 See 80 Fed. Reg. 21,275.

3 Id.
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Industry Backfittinq Concerns:

Industry's backfitting concerns are detailed in our March 26, 2014 and November 7, 2014 letters.4 Although
we appreciate the written responses to our letters, those responses do not adequately resolve industry's
backfitting concerns.5 Industry has reviewed the information provided in the April 2015 FRN and our
backfitting position remains unchanged. Thus, we attach our March and November 2014 letters for
completeness and to reiterate our concerns. We also provide some limited additional information regarding
our backfitting concerns in Attachment 1 to this letter. In her May 5, 2015 letter to NET, NRC's General
Counsel stated that the staff's draft comment responses will be provided to the Commission prior to being
finalized. We respectively request that NRC staff make its draft comment responses public when they are
forwarded to the Commission and, if the ISG will be issued in final form, provide opportunities for discussion
of the draft final ISG prior to issuance.

As is clear, industry believes that development of such a standard is impractical, unnecessary and it
constitutes an unanalyzed backfit.

I would be pleased to answer any questions on the content of this letter.

Sincerely,

Janet R. Schlueter

Attachments: As stated

cc: Ms. Marissa Bailey, NMSS/FCSE, NRC
Mr. Robert Johnson, NMSS/FCSE/FMB, NRC
Ms. Marilyn Diaz, NMSS/FCSE/FMB, NRC
Mr. Geary Mizuno, OGC/GCLR/RMR, NRC
Ms. Margaret Doane, OGC, NRC
Ms. Annette Vietti-Cook, SECY, NRC

4 Letter from J.R. Schlueter (NET) to M.G. Bailey (NRC) "Dermal and Ocular Quantitative Exposure Standard - Current Industry
Programs are Adequate and NRC Proposed Approach is Impractical, Unnecessary, and Constitutes an Unanalyzed Backfit,"
March 26, 2014; Letter from E.C. Ginsberg (NET) to M. Doane (NRC), November 7, 2015.

s Letter from M.G. Bailey (NRC) to J.R. Schlueter (NET) "Response to March 26, 2014, Nuclear Energy Institute Letter on
Dermal and Ocular Quantitative Exposure Standard," September 15, 2014. In our November 7, 2014 letter, we explained why
the staff's September 2014 letter did not adequately respond to industry's backfitting concerns. The NRC's General Counsel
responded to NET's November letter in May 2015. See Letter from M. Doane to E.C. Ginsberg, May 5, 2015. In the May letter,
NRC's General Counsel referenced publication of the April FRN and stated: "The staff will consider all comments submitted by
the public during the public comment period and prepare comment responses. The draft staff comment responses will be
provided to the Commission before the ISG and draft comment responses are finalized."
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Response to Federal Register Notice on Supplemental Backfit Information - April 17,
2015 on Draft Interim Staff Guidance on the Evaluation of Acute Chemical Exposures

and Proposed Quantitative Standards

These comments respond to the FRN issued on April 17, 2015 and supplement industry comments
and edits contained in Attachments 2 and 3 to this letter.

As stated in the cover letter, NRC has not clearly articulated how implementation of a new

quantitative standard will increase safety--which should be our mutual goal when expending
resources. The emphasis by the Occupational Safety and Health Administration (OSHA) and fuel
cycle industry practices is to prevent and mitigate and, when required, report the event to the
appropriate agency. With regard to NRC, the Part 70 Appendix A reporting requirements can be met

without a quantitative standard to assess actual rare exposure events. That is, the reporting would
be based on the exposure results and the 70.61 performance requirement definitions and not a
quantitative standard. Further, creation of quantitative dermal and ocular exposure standards for
workers would not improve existing worker protection programs; would not have prevented the
exposure events the staff points to as the basis for its current interpretation of Subpart H; and are
not necessary to properly categorize the consequences of events involving dermal and ocular
exposure. Finally, none of the events cited by the staff in the April FRN resulted in long-lasting,
serious health effects despite the staff's characterization in the FRN of two incidents as meeting the
threshold for either "high or intermediate consequence" events. We strongly disagree with the
characterization of these events which is not consistent with NRC inspection reports On the events,
and we provide more specific information below.

Existinq Current Worker Protection Proqrams Adequately Address Protection from
Dermal and Ocular Exposure to Chemicals:

Industry must follow the Occupational Safety and Health Administration's (OSHA) standards to
protect workers from chemical exposures and has appropriate protective, preventative, and
mitigative measures in place to keep workers safe. It is important to consider that: 1) NRC is aware
of and has approved these OSHA programs as part of the licensing basis; and 2) a quantitative
standard is not necessary for licensees or NRC to adequately characterize the consequences of an
event pursuant to 10 CFR 70.61.

It is important to note that industry is not asserting that exposure events are not important or that
certain exposure pathways can be ignored by licensees. However, based on its own inspection
reports, NRC mischaracterized two events in Table 1 of the April 2015 FRN as "intermediate" and
"high" consequence. In one event classified as "Intermediate or high consequence", a spill did not
lead to irreversible or other serious, long lasting health effects because of the prompt response to
the incident. As summarized in an NRC letter to the licensee on February 23, 2010, an independent
NRC contracted medical doctor reached a similar conclusion regarding the tangible value of the
prompt response to the incident and the effect of programmatic mitigators in preventing irreversible
or other serious long lasting health effects. In addition, the NRC agreed in the same letter that the
spill of solution occurred prior to introduction to licensed material and therefore 10 CFR 70.61 did
not apply. Likewise, in the second event, the prompt response to the incident did not lead to
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irreversible or other serious, long lasting health effects to the worker. This conclusion was also
confirmed by the NRC's medical consultant and documented in the NRC inspection report.

In response to exposure events, industry also considered NRC Information Notice 2007-22 as
operating experience and implemented corrective actions to decrease the likelihood of similar events
in the future. Industry's response to these events has effectively implemented measures, which
were successful in preventing recurrences. Thus, efforts to derive quantitative worker standards
addressing dermal and ocular chemical exposures would represent additional regulatory burden that
would yield no commensurate safety benefit.

More specifically, licensees often use a three-layer approach to their industrial hygiene safety
program. The first layer is "equipment integrity" via configuration control in design, installation and
maintenance to contain the chemicals so that employees are not exposed - via any exposure
pathway - in a manner that could cause intermediate or high consequence events. Measures to
maintain equipment integrity may be called out within the context of the ISA as an IROFS with
management measures applied. The second layer is the Personnel Protective Equipment (PPE) that
employees wear to protect themselves while performing routine tasks (e.g., normal operations,
maintenance activities, sampling, equipment clean-out, etc.) and during upset conditions that could
expose them to chemicals (e.g. respirators, safety glasses with side shields, face shields, coveralls,

aprons, gloves, etc.). The final layer consists of "mitigating actions'. that are taken if, despite the
first two layers of protection, an employee is exposed or thinks they may have been exposed to a
chemical (e.g. safety showers, eye wash stations, seeking quick medical attention, etc.). It is critical
to understand that development of specific quantitative chemical exposure standards for dermal and
ocular exposures for the purpose of characterizing exposure events would not improve existing
worker protection programs.

Further, OSHA's regulatory framework and fuel cycle industry programs emphasize prevention,
mitigation, and, when required, reporting exposure events to the appropriate agency. With regard to
NRC, the Part 70 Appendix A reporting requirements can be met without a quantitative standard to
assess actual, rare exposure events. That is, a licensee's decision regarding whether to report an
event would be based on the 70.61 performance requirement definitions and not a quantitative
standard.

The fuel cycle facilities, as well as the at-large chemical industry, have applied practices and
methods to maintain safe working environments for decades, despite the presence of hazardous

materials. NRC appears to have not considered the relatively very low number of exposure events at
NRC regulated fuel facilities given the decades of safe operation. One does not have to look far
within the industrial community to conclude that the current operating fuel facilities have an
exemplary safety and security performance record.
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The Staff's Reinterpretation of 10 CFR 6 70.65(d) to Require Development of
Quantitative Dermal and Ocular Exposure Standards is an Unanalyzed Backfit:

The industry's backfitting concerns are articulated in NEI's letters to the NRC dated March 26, 2014
and November 7, 2014. While we have received written responses to each of those letters, industry
does not believe that its backfitting concerns have been fully addressed. Thus, we respectfully
request that our previous detailed backfitting comments be reconsidered by the staff. In the interest
of efficiency, we do not repeat those detailed arguments here.

Although we will not repeat all of our backfitting arguments in this letter, we believe a few

clarifications may be useful. First, the backfitting issue associated with the staff's position on the
development of quantitative standards for dermal and ocular chemical exposures is nota question
about whether chemical exposure via the dermal and ocular pathways must be addressed by
licensees. As explained elsewhere in this letter and in our previous letters, 1 licensee chemical safety
programs use a three-layer approach to ensuring chemical safety - for all exposure pathways.

Rather, the backfitting question is whether the staff's reinterpretation of Subpart H to require the
creation of quantitative standards to gauge the severity of dermal and ocular chemical exposures
represents "the imposition of a regulatory staff position interpreting the Commission rules that is
either new or different from a previous NRC staff position" that results in "the modification of, or
addition to, systems, structures, or components of a facility; or to the procedures or organization
required to operate a facility." 2 As explained in detail in our March and November 2014 letters, the
staff's current position regarding the need for quantitative standards for dermal and ocular chemical
exposures clearly meets this definition and, therefore, constitutes a backfit. 3

Turning to the applicability of the compliance exception, the NRC's September 2014 letter seems to
argue that because the staff now believes that quantitative exposure standards for the dermal and
ocular exposure pathways are required to comply with the broad performance objectives of section
70.61, the compliance exception may be invoked to excuse the staff from meeting the standard
provided in section 70.76(a)(3). But, as explained in our November 2014 letter, such a position is

1See Letter from J.R. Schlueter to M.G. Bailey, "Dermal and Ocular Quantitative Exposure Standard - Current
Industry Programs are Adequate and NRC Proposed Approach is Impractical, Unnecessary, and Constitutes an
Unanalyzed Backfit," March 26, 2014.
2 10 C.F.R. § 70.76.

3 In the attachment to our March 26, 2014 letter we explain in detail why the staff's current position constitutes a
backfit. Specifically, we explained that the NRC's definitive explanation of measures that, if taken, would satisfy the
requirements of § 70.65(b)(7) is provided in section 3.4.3.2 of NUREG-1520. NUREG-1520 does not mention
dermal/ocular exposure standards and, to the contrary, endorses several existing standards developed by
professional associations and federal agencies that provide limits for airborne rather than dermal/ocular exposures.
We also provided examples of situations where the NRC reviewed ISA summaries submitted by applicants and
licensees, specifically evaluated compliance with 10 CFR § 70.65(b)(7), and explicitly stated that use of the exposure
standards endorsed in NUREG-1520 met the requirements of § 70.65(b)(7) and were consistent with 10 CFR § 70.61.
It remains unclear whether the staff believes that its reinterpretation of Subpart H meets the definition of backfitting.
For example, in its September 2014 letter to NET, the staff states: "Neither the relevant Subpart H requirements, nor
the NRC's interpretation of these requirements, have changed. However, even ifthe staff's position on dermal and
ocular exposure pathways is deemed to be the imposition of a new regulatory position that falls within the definition
of backfitting, the compliance exception stated in 10 CFR 70.76(a)(4)(i) would be applicable." Letter from M.B. Bailey
(NRC) to J.R. Schlueter (NET), "Response to March 26, 2014, Nuclear Energy Institute Letter on Dermal and Ocular
Quantitative Exposure Standard," Sept. 15, 2014 (emphasis added).
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contrary to the Commission's statements on the applicability of the compliance exception in the
1985 final backfitting rule and would render the requirement for a "systematic and documented
analysis" under section 70.76 inapplicable to any reinterpretation of what the staff believes is
required to comply with broad, performance-based standards - regardless of prior positions taken
by the staff

The Commission precisely explained the purpose of the compliance exception in the 1985 final rule
promulgating the modern iteration of the backfitting provisions contained in 10 C.F.R. § 50.109,
stating:

The compliance exception is intended to address situations in which the licensee has failed
to meet known and established standards of the Commission because of omission or mistake
of fact. It should be noted that new or modified interpretations of what constitutes
compliance would not fall within the exception and would require a backfit analysis and
application of the standard. 4

As demonstrated in our March and November 2014 letters, there was no omission or mistake of fact
that prompted approval of licensee ISA Summaries without quantitative standards for dermal and

ocular exposures.

One point of departure between the NRC staff and the industry seems to be over the interpretation
of what constitutes a failure to meet known and established Commission standards because of an
omission or mistake of fact. Industry believes that in circumstances like those presented here, where
the NRC staff has explicitly approved a licensee's method of complying with a regulatory
requirement, the compliance exception may be invoked only when that initial approval was the
result of a mistake of fact or omission based on the information available to the staff at the time of
the initial approval. In other words, when determining whether the compliance exception applies in
such situations, the staff must base its determination on the facts as they existed when the initial

approval was issued.

This reading of the compliance exception is consistent with both the legal approach to evaluating
"mistakes of fact," as well as the Commission's policy determination in the 1985 backfitting
rulemaking quoted above. From a legal standpoint, particularly in the context of contract law, when
determining whether a mistake-of-fact can be used to overcome the terms of an agreement, the
facts must be taken as they existed at the time the contract was entered into and should not be
viewed through the lens of future events.5 By restricting its examination of mistakes to the facts in

existence when the contract was entered into, a reviewing court can determine whether the parties'

4~ 50 Fed. Reg. 38,103 (Sept. 20, 1985).

s See, e.g., Dairy/and Power Cooperative v. the United States, 16 F.3d 1197, 1202-1203 (Fed Cir. 1994) ('To
establish a mutual mistake of fact ...the party seeking reformation must show that the parties to the contract held an
erroneous belief as to an existing fact. The availability of commercial reprocessing in the future cannot constitute
an existing fact at the time of the 1973 sale contract.") (citations omitted)(emphasis in original); United States v.
Southwestern Elec. Corp., Inc., 869 F.2d 310, 315 (7t11 Cr. 1989) C'[R]ules governing rescission for either mutual
mistake or singular mistake are inapplicable where, as here, a party's erroneous prediction or judgment as to future
events is involved."); United States v. Garland, 122 Fed.2d 118, 122 (4th Cir. 1941 ) C'A mutual mistake in prophecy
or opinion may not be taken as a ground for rescission where such a mistake becomes evident through the passage
of time."), cert. denied, 314 U.S. 685 (1941).
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decision to enter into a contract was impacted by a mistaken view of the facts as they existed at the
time the agreemnent formned. It is clear that when used as a legal term-of-art, a "mistake of fact"
requires an examination of the facts as they existed at the time the alleged mistake was made.

This reading of the term "mistake of fact" and "omission" is consistent with the policy concern
addressed by the CommissiOn in the preamble to the 1985 final backfitting rule. As quoted above,
the Commission explained the compliance exception is "intended to address situations in which the
licensee has failed to meet known and established standards of the Commission because of omission
or mistake of fact."6 In the very next sentence, the Commission further clarified its intent stating
"new or modified interpretations of what constitutes compliance would not fall within the
exception.... ,,g Reading the terms "omission or mistake of fact" this way gives meaning to the
Commission's policy that reinterpretations of what is required for compliance do not qualify as
compliance backfits.

This reading is also consistent with the Commission's recent Staff Requirements Memorandum on
SECY-15-0045, "Issuance of Generic Letter 2015-01, Treatment of Natural Phenomena Hazards in
Fuel Cycle Facilities." In SECY-15-0045, the staff supported issuance of a Generic Letter to Part 70
and Part 40 licensees using a backfitting justification very similar to the rationale proffered here.8

The Commission disapproved this backfitting justification and removed it from the Generic Letter
("GL'D. In his vote on the GL Commissioner Ostendorff stated:

I agree with Commissioner Svinicki's vote that the draft generic letter mishandles backfit
policy by embracing escalating safety standards while defining this approach as one of
"compliance," thereby obviating the need for backfit analysis requirements in 10 CFR 70. 76.
The generic letter makes the case that the requirement for licensees to "maintain" their
integrated safety analyses equates to a "living licensing basis." I strongily disagree with this
interpretation. 9

Rather than characterizing "escalating safety standards" as matters of compliance, the NRC staff
must show that a prior approval of a licensee's method of compliance with a "known or established
standard" was the result of on a "mistake of fact or omission" given the facts in existence at the
time the approval was issued. Otherwise, the compliance exception would include "new or modified
interpretations of what constitutes compliance" based upon the constantly evolving state of
knowledge, which is precisely the interpretation that the Commission sought to avoid when
explaining the exception in 1985. Indeed, such an interpretation would literally allow the compliance
exception to swallow the rule.

6 50 Fed. Reg. 38,103 (emphasis added).

7 50 Fed. Reg. 38,103.

8See Letter from E.G. Ginsberg (NET) to Honorable S.G. Burns (Chairman, NRC) "Industry Backfit Concerns
Regarding Generic Letter (GL) 2015-01, Treatment of Natural Phenomena Hazards (NPH) in Fuel Cycle Facilities,"

April 24, 2015.
9 CVR-SECY-15-0045, "Commissioner Ostendorff's Comments on SECY-15-0045, Issuance of Generic Letter 2015-01,
Treatment of Natural Phenomena Hazards in Fuel Cycle Facilities" (emphasis in the original).
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It shouid aiso be noted that this interpretation does not necessarily preclude the NRC staff from
revising positions, including explicit approvals of a licensee's method of compliance, in response to
new or evolving information. It simply means that the staff must comply with the analytical
requirements articulated in section 70.76(a)(3) by demonstrating that imposition of the
reinterpretation will result in "a substantial increase in~ the overall protection of the public health and
safety or the common defense and security. ..and that the direct and indirect costs of implementation
..are justified in view of this increased protection."'0

'o 10 C.F.R. § 70.76(a)(3).
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Response to Federal Register Notice on March 4, 2015, Draft Interim Staff Guidance on
the Evaluation of Acute Chemical Exposures and Proposed Quantitative Standards -

Technical Issues of Concern to Industry

The comments below supplement the more specific industry comments and edits in Attachment 3 to

this letter to 80 FR 11692.

1. Page 4 of the Attachment to NRC's September 15, 2014, letter to NEI states that, "...the
original NRC approval of ISA summaries, which do not explicitly address dermal and ocular
exposure pathways, was based on the NRC understanding (shared by industry) that dermal
and ocular exposures were not likely to result in an intermediate or high consequence." For
the record, this statement is incorrect. Industry has always seriously considered the potential
for dermal and ocular exposures and designed its safety programs accordingly. However,
industry and NRC in fact did not have a mutual understanding of the consequence criteria.

2. The Interim Staff Guidance (ISG) should recognize that the guidance represents one
approach licensees might use to demonstrate compliance, but other approaches may be
deemed adequate as well. Further, industry understands that the final ISG will not
supersede NUREG-1520, Chapter 6 but rather the ISG supplements it and would be
incorporated into NUREG-1520 in a future revision.

3. The final Part 70 rule incorporated language from the Emergency Response Planning
Guidelines (ERPGs) in effect at the time and still relevant today, i.e., the inhalation pathway
is all inclusive. Further, NRC expects licensees to address all relevant hazards which are
defined in the ISAs and which were accepted by NRC.

4. Implementation of the Draft ISG, as written, would not result in consistent standards and
identification of Items Relied On for Safety across the industry. The Globally Harmonized
System of Classification and Labeling of Chemicals (GHS) data did not exist at the time when
Part 70 went into effect or industry developed and NRC approved the facility-specific
Integrated Safety Analyses. Also, the GHS data is of limited use and value, e.g., GHS does
not define surface area. Further, some facilities are unwilling to adopt internationally
recognized standards that are not developed by or endorsed domestically by credible
agencies, organizations or industries, e.g., the American Industrial Hygiene Association.

5. The National Institute for Occupational Safety and Health (NIOSH) information also does not
provide a basis for quantitative standards for all potential NRC-regulated chemicals currently
in use at fuel facilities. In fact, at one site, only 2 of the approximate 24 chemicals have
NIOSH tags classifying these chemicals. It is unclear on what basis licensees would develop
standards for the other chemicals. Additionally, neither the GHS Safety Data Sheets (SDS)
nor NIOSH information account for either the varying concentrations or mixtures of
chemicals used in the fuel cycle industry thus making the development of a quantitative
standard near impossible without additional significant research and development.

6. The SDS for the same chemical from different manufacturers varies due to the hazards
codes used. Industry understands from NRC staff that an international effort, that involves
OSHA, is underway to normalize this variance across the chemical industry. Industry
encourages NRC to fully participate in the standardization of chemical hazards codes
because of their potential impact on NRC, the Agreement State and licensees.
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Industry Comments on Draft ISG on Dermal and Ocular Exposure Standards
ID Section, Comment Proposed

Page, Resolution
and Line #

1 P 2 last Para. This sentence has two separate issues, one dealing with Separate the issues to deal with the distinct aspects of a
First sentence the "significant consequences" and one dealing with the credible accident. Also clarify that while toxicity is one

means of release of the chemical. Also as "significant consequence with potential intermediate or high (as
consequences" is not defined it is recommended that a defined in the licensee's ISA) condition to be addressed
reference to intermediate or high consequences as there are other mechanisms of exposures to hazardous
defined by the ISA be used. Also the consequence chemicals that also may lead to intermediate or high
statement focuses on toxicity which is just one aspect of consequences.
the hazard that a chemical may possess, there could also
be none toxic aspects that could lead to intermediate or

____________high consequences.__________________________
2 P 2 Last Para. This is the critical part of the issue not only with this ISG The nature of this comment is that the entire ISG will

The word but with the entire characterization of the rule as only aid a small portion of this issues implementation
"some" ~ interpreted requiring quantitative standards. This table within the interpreted expectations of the rule regarding

and the references within the ISG does not contain dermal and ocular exposures. As the use of the
information on all the chemicals used (especially when referenced standards have significant limitations and will
taking into account the concentration, and mixtures, only support a small percentage of the chemical
cocktails, of chemicals used in the Fuel Cycle industry), compounds used in the processes at FCF's. At least the
Also there are many other aspects of a dosing acknowledgement of this fact should'be included to
phenomenon that impact the consequence of an provide the reviewer recognition of the ISG limitations.
exposure area, duration, transport characteristics of the
dermal area. There are also mitigative characteristics
both naturally occurring as well as induced, first aid,
sense and flee, etc.

3 P 3 sec. B.2 This statement gives no potential credit for mitigation vs. Provide for the recognition of prevention and mitigation
first statement prevention as allowed in the rule, as acceptable means of meeting the rule.

4 P 3 sec. B.2 Chemical exposures within the jurisdiction of the NRC Add the clarification regarding scope.
first statement, ISA.
"chemical
exposure"~

.1
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5 P 3, Sec. B.2 The basis of this aspect of the evaluation is not clear. Either delete it or provide the meaning and need for this
2dpara. Third The difference between exposures of the worker vs. the statement.

sentence public is clear but the relevance of this statement is not
clear nor what it might mean during the NRC review
process.__________________________

6 P 3 Sec. B.2 It is unclear whether NRC considered the exposure area Recognize that the transport mechanisms and aspects of
Third Para. and concentration of the chemical, absorption, buffering an exposure are complex and many of the cited

mechanisms of the transport phenomena of the chemical characteristics will have impact on the consequence
through the dermal or other tissue layers. Also mitigation resulting from the exposure.
mechanisms such as sense and flee including but not
limited to showering, buffering agents, first aid and or
medical treatment etc. should be considered.

7 P 5 Sec. B.4 Only with regard to the "likeliness" of the event. The Not sure this is a completely accurate characterization of
top para. matrix requires the consequence for those events for the matrix referenced.
Second likely.
sentence

8 P5 Sec. B.4.1 Meaning of the word "reliable" Not sure of the expectation or meaning of "reliable" in
first line practical terms. Clarification would help.

9 P 5 Sec. B.4.1 For many chemicals, especially when taking This again demonstrates the difficulty in performing to
3d sentence concentration and "mixes" of chemicals into account, the this interpretation of the rule requiring quantitative

referenced standards possess a limited amount of standards to be used. Fix the interpretation or the rule by
information on which to base a quantitative standard, allowing a qualitative approach.
Even a qualitative evaluation involves a number of
assumptions used in the judgment of the ISA team when
determining the likelihood and severity of consequence
for prevention or mitigative purposes.__________________________

10 P 5 Sec. B.4.1 This represents the same judgment and assessment of This again demonstrates the extreme limitation and
2 nd para, last the assumptions that inevitably the ISA team must make. degree of judgment that is necessary by the ISG team to
sentence make its conclusions

11 P 7 Emergency Language in paragraphs 2 and 3 (and NUREG-1520, NRC should add a statement that this information is
Response Chapter 3, Appendix D) could lead NRC reviewers to expected to be contained only in the Facility Emergency
section expect this information to be contained in the ISA Plan as discussed in NUREG-1520 Chapter 8.

Summary and/or license amendment instead of in the
Emergency Plan.

2



ATTACHMENT 3

12 P 7 Sec. B.4.2 This statement implies a hierarchy of Standards in the Clarify intent.
ist sentence eyes of the NRC. Is this NRC's intent? If so, what is this

after the URL's hierarchy based on?

13 P 7 Sec. B.4.2 The characterization of a hazard tag to be equated to a Example of the basic issues the industry has with this
middle of first quantitative standard is of concern. These tags provide a interpretation.
full Para,. characterization of the chemical provided by the
sentence manufacturer typically for a given concentration (not
beginning with necessarily that used in the process). So it may provide
"Acceptable some general characterization of the hazard but without
quantitative typically body surface area, exposure time and obviously
standards..." the concentrations or other chemical dynamic effects

worse or better when mixed with other chemicals.

14 P 7 Sec. B.4.3 Indicates these are the only "standards" determined While the next sentence somewhat qualifies it the issue
*2n sentence acceptable to the NRC staff, can be improved by rewording the sentence.

15 P 8 Sec. B.4.3 The use of this word indicates an "interpretive" step in Same basic concern. Fix the interpretation of or the rule
3rd para. The taking the information in the GHS database and using by allowing a qualitative approach.

word 'derived" judgment when comparing that chemical exposure in the
accident scenario by the ISG team. This is Quantitative?

16 P 8 Sec. B.4.3 With no assessment of concentration, quantity, body Add the inclusion of all appropriate characteristics of the
4 th para. First surface area, etc. exposure that will have an appreciable impact on the
sentence consequence of the event.

17 P8 Sec. B.4.3 To worker, public or both? Clarification needed.
4 th para, last

sentence

18 P 8 Sec. B.4.3 At some facilities, only two of the near two dozen Demonstrates the limited usefulness of the ISG to
Last para. First chemicals used at the site are addressed within this accomplish the interpretive expectation, fix the
sentence. table. interpretation or the rule to allow for a qualitative

approach.

19 P 9 Sec. B.4.3 While industry agrees, this is the first time we have seen Further clarification and acceptance of this mechanism
last sentence it stated. should be included.

3
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20 P 9 Sec. B.4.4 Is GHS the only source for ocular quantitative standards? Clarification, and this demonstrates that these standards
Ist sentence were not even available during the rule's implementation

and are yet to be implemented in full in the US
jurisdictions

21 P 9 Sec. B.4.4 For the worker and or public? Clarify.
second para.
Last sentence

22 P 9 Sec. B.4.4 Industry takes exception of the characterization in table Misapplication of the GHS standard, delete this
3r para. 2n 4 that there is a high consequence event based on the consequence from the table.
sent. GHS tag H310 "Fatal in contact with the skin"

23 P 9 Sec. B.4.4 It is unclear whether this paragraph is a general Make into a separate Summary paragraph if that is the
last para. summary pertaining to the entire ISG or specific to the intent.

ocular exposure pathway discussed in that section. If a
summary pertaining to the entire ISG, a section heading
of "Summary" may be appropriate.

24 P 9-10 Sec C. While the statements are accurate with regard to the Add Part 70 references for members of the public.
worker, it is not clear why references to 70.61(b)(4)(ii)
and 70.61(b)(c)(ii) are not included for the public in this
discussion.

25 P i0 Sec D, 4t This statement acknowledges that this process is a ISA Goes again to the complexity of trying to apply a
sentence team judgment method taking many characteristics and quantitative standard, fix the interpretation or the rule to

aspects into account, actually with many more than allow for a qualitative approach.
"release location, worker location position and initial
actions" (whatever they are).

26 P 10, line 3 "Irreversible or other serious, long-lasting health effects" NRC should provide guidance to include examples
is undefined and leads to unnecessary confusion and clarifying this phrase.
disagreement between experts on its meaning.

27 Table 1 fifth Basis? Do we have one? Clarify
column, last
row "yes" for
uranyl nitrate

28 Table 1 Note Critically important note to the interpretation and use of This perhaps deserves a more thorough treatment in
this table. narrative for use of the table to qualify its use.
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29 Table 3 The footnote on Table 3 is applicable to Table 4 as well. Repeat the Table 3 footnote on Table 4.
footnote

30 Table 4 High Industry takes exception to use of the "high Delete the high consequence line item from table 4 in its
consequence consequence" designator for ocular exposures. There are entirety.
designation no known chemical exposures to the eye that result in

death and the basis for equating the eye to a skin
surface is unfounded. Industry is also not aware of any
scientific evidence (e.g., GHS or NIOSH standards) to
suggest that a "skin" exposure to the eye surface must
also be evaluated for a possible fatality. Thus, the
intermediate consequence line item is accurate and
appropriate but the high consequence table entry is not
and should be deleted in its entirety.

31 NRC 3/4/2015 NRC's implication that a body surface area of 9% is It should be noted that different percentages will likely
Meeting Slide credible for an exposure standard. be used across the industry.

#2Development or designation of IROFS. NRC should consider including in the ISG one or more
*examples that carry the discussion of a new standard all
the way to development and designation of IROFS, e.g.,
PPE mitigative actions, to help ensure clarity with regard
to NRC's expectations.
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1201 F Street, NW, Suite 1100
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P: 202.739.8098
jrs@nei.org
nei.org

March 26, 2014

Ms. Marissa G. Bailey
Director
Office of Nuclear Materials Safety and Safeguards

U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

Subject: Dermal and Ocular Quantitative Exposure Standard - Current Industry Programs are Adequate
and NRC Proposed Approach is Impractical, Unnecessary, and Constitutes an Unanalyzed Backfit

Project Number: 689

Dear Ms. Bailey:

On behalf of the fuel cycle industry, the Nuclear Energy Institute (NEI)' has appreciated the recent public
interactions with the U.S. Nuclear Regulatory Commission (NRC) staff on October 3, 2013, and March 5, 2014.
Specifically, our discussions regarding the feasibility of developing quantitative standards for dermal and ocular
chemical exposure events involving workers at NRC-regulated fuel cycle facilities. The industry's goal is the
same as NRC's, to fully resolve this matter in the very near future.

It has been six years since this issue was first raised. Since then, we have mutually expended resources to
conduct a detailed and thorough review of the regulations, related guidance, NRC's recent research, national
standards, industry work practices and in-depth discussions with and research by industrial hygienists. As a
result, we believe that NRC must reconsider its position that would require licensees to develop dermal and
ocular quantitative exposure standards for workers. We recognize that the staff has been directed by the
Commission to issue draft guidance for comment. However, industry believes that our collective attention and
resources should be focused on issues that are of higher significance. Such a step would be consistent with
the NRC's Principles of Good Regulation and the on-going cumulative effects initiatives.

' The Nuclear Energy Institute (NEI) is the organization responsible for establishing unified industry policy on matters affecting the nuclear
energy industry, including the regulatory aspects of generic operational and technical issues. NET's members include all entities licensed to
operate commercial nuclear power plants in the United States, nuclear plant designers, major architect/engineering firms, fuel cycle facilities,
nuclear materials licensees, and other organizations and entites involved in the nuclear energy industry.

NUCLEAR. CLEAN AIR ENERGY
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We found the staff's October 2013 draft white paper on this topic to be complete in its references and
discussion. However, the fact remains that no scientifically-credible dermal and ocular quantitative

exposure standard for workers exists or can be established absent extensive primary research including both
animal and human studies for each chemical of concern. The NRC staff's research, as well. as the industry's
supports the following conclusions:

1) 'the facility-specific worker protection programs in place today are adequate to protect workers and
meet the intent of the rule;

2) there are no existing scientifically-credible standards a~vailable to implement; and

3) requiring licensees to develop new quantitative dermal and ocular exposure standards is impractical,
unnecessary and constitutes an unanalyzed backfit.

The attachment provides additional details and the basis for industry's conclusions and position, and is
based on the following fundamental tenets:

*Part 70 does not explicitly require the development of dermal or ocular quantitative exposure limits
for workers.

*Rather, the facility-specific Integrated Safety Analyses (ISAs) established quantitative inhalation
exposure standards for workers. Dermal and ocular exposures are addressed via strong
demonstrated historical licensee chemical safety programs consistent with chemical industry
practices. During the fall 2009 NRC public meeting, OSHA indicated that this is their approach and

practice as well.

*Through the ISA development process, NRC accepted the industry's position that dermal and ocular
exposures for the public were not credible, and thus only inhalation standards were developed for

members of the public as well.

*The performance-based approach to demonstrate compliance with the Part 70 performance
objectives is consistent with the intent of the original Part 70 rule promulgated in 2000.

*Any further guidance provided by the NRC via letters to NEI (2008-2010) and NUREG-1520,
Revisions 0 and 1 (2002; 2011) were developed and issued after the rule went into effect and after
the facility-specific ISA methodologies and summaries were submitted to and approved by NRC.

Industry's Recent Research

Both prior to and after the October 3, 2013, public meeting, industry representatives have spent
considerable time working with senior facility experts (e.g., industrial hygienists) to determine the feasibility
of developing quantitative dermal and ocular standards for workers exposed to all chemicals in a facility's
inventory (over 20 chemicals at some sites). More specifically, the United Nations' Globally Harmonized
System of Classification and Labeling of Chemicals (GHS) categories do not easily translate to the Part 70
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event consequence categories since they were developed for a different purpose. Further, all the chemicals
mentioned in the staff's white paper were acids. Acids behave differently than many other chemicals used at
fuel facilities due to the mechanisms of interaction with body tissues (e.g., acids destroy tissue so dermal
absorption modeling is impractical). Finally, while we recognize that a few facilities have a quantitative
worker exposure standard in place for hydrofluoric acid; this standard may not be bounding for other
chemicals in use today at all fuel facilities.

Related Part 40 Rulemaking

During the proposed Part 40 rulemaking, industry suggested that NRC modify Part 40 and make conforming
changes to Part 70 to full resolve the issue of the appropriate exposure standard for workers. 2 Specifically,

the industry suggested that proposed 10 CFR 40.81(b)(4) and (c)(4) be modified to read: "an acute
chemical exposure from inhalation" and that conforming changes be made to Part 70.61(b)(4) and (c)(4) to
clarify and acknowledge that the appropriate exposure pathway for the worker is inhalation, not the dermal

or ocular exposure pathway. Industry continues to support this suggestion if NRC were to opt to resolve
this issue through rulemaking.

We trust that we can continue these discussions in the near future and reach a mutually acceptable
resolution. If you have any questions, please feel free to contact me or Andrew Mauer (202-739-8018;

anm@nei.org).

Sincerely,

Janet R. Schlueter

Attachment

c: Ms. Catherine Haney, NMSS, NRC
Mr. Anthony T. Gody, Jr., R-II/DFFI, NRC
Mr. Geary S. Mizuno, OGC/GCLR/RMR, NRC

2 Letter from J. Schlueter, NEI to A. Vietti-cook dated September 9, 20J11, Industry comments on Domestic Licensing of Source Material.



ATT-IACHMENT

Technical Basis for Industry Position that Development of New Quantitative Dermal and
Ocular Exposure Standards for Workers is Impractical,

Unnecessary and Constitutes an Analyzed Backfit

The NRC has taken the position that 10 C.F.R. § 70.65(b)(7) requires the development of quantitative
standards for dermal and ocular chemical exposure of workers to licensed material, or chemicals produced
from licensed material, that are either on-site or expected to be on-site at fuel cycle facilities licensed
pursuant to 10 C.F.R. Part 70, Subpart H.' As explained in more detailbelow, the industry continues to
believe that development of such quantitative worker exposure standards is both impractical and
unnecessary. Further, imposition of this position on Part 70 licensees, after approval of facility-specific
Integrated Safety Analysis (ISA) Summaries pursuant to section 70.66, is an unanalyzed backfit, as defined
in section 70.76. We address each of these issues in greater detail below.

(1) Development of Quantitative Dermal and Ocular Exposure Standards is Impractical and

Unnecessary

Impracticality

* The NRC has no regulatory guidance on how to develop such standards. The NRC has no
acceptance criteria (other than the SRP, which does not require development of dermal/ocular
standards) for evaluating the adequacy of such standards.

* During the Occupational Safety and Health Administration's (OSHA) 1992 final rule on occupational
exposure to 4,4' Methylenedianiline (MDA), the agency declined to adopt a quantitative dermal
exposure standard, despite the importance of reducing dermal exposure to the chemical. 2 The final

* rule explains:

"While OSHA was able to make estimates of risks which might result from dermal exposure,

OSHA was unable to establish allowable exposure limits. There are a number of reasons
why this is impractical, among which are the difficulty of quantifying dermal exposures, the
inability to select a reliable biological indicator, and finally the difficulty in correlating the
amount absorbed with a precise adverse health effect.3"

Although the agency could not quantify a dermal exposure limit, OSHA concluded that worker safety

could be ensured by other means.

1 See Letters from D. Dorman (NRC) to F. Killar (NEI), "Chemical Exposures at Fuel Cydle Facilities Licensed by the U.S. Nuclear Regulatory

Commission," dated Nov. 10, 2008, Letter from M. Tschiltz (NRC) to F. Kiliar, (NEI) dated June 12, 2009, Letter from M. Tschiitz (NRC) to J.
Schiueter (NEI) dated August 16, 2010.
2 In the evaluation of benefits provided in the final rule, OSHA stated: "A significant proportion of the estimated lives saved are the result of
the reduction in dermal exposure, whereas the reduction in airborne exposure levels makes a much smaller contribution to the reduction in
risk." Occupational Exposure to 4,4' Methylenedianiline (MDA): Final Rule, 57 Fed. Reg. 35630, 35643 (Aug. 10, 1992).
3 Id. at 35637.
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*Dermal and ocular exposures are addressed via licensee chemical safety programs consistent with
chemical industry practice. For example, OSHA addresses dermal/ ocular exposures through
programs requiring use of Personnel Protective Equipment (PPE), hygiene practices and (in some
instances) medical monitoring.

o "Although it is true that many of the reported cases of occupational illnesses are skin

disorders, OSHA believes that reducing emploYee airborne exposures will contribute to a
reduction in the number of cases of dermatitis. As a general rule, workplaces that have
many cases of dermatitis are also more likely to use poor work practices and to be lacking in
engineering controls; such facilities will have higher airborne exposures. On the other hand,
a well-engineered facility with low airborne exposures generally also controls its employees'
dermal/oc:ular exposures, and therefore has few, if any, cases of dermatitis. Therefore,
OSHA believes that promulgation of these exposure limits for air contaminants will
encourage the use of improved work practices, which will, in turn, reduce the incidence of
dermatitis." 4

oDuring the fall 2009 NRC public meeting, OSHA representatives discussed this very point and
stipulated they were not aware of any such dermal or ocular quantitative standards; and
that their approach is through prevention using good material condition programs to
maintain containment integrity and PPE to prevent risk of exposure in upset or maintenance
functions.

*Personnel Exposure Limits (PELs) are for controlling inhalation exposure and the risk profiles
between inhalation and dermal/ocular exposures are different. Specifically, a dermal/ocular exposure
is self-identifying and its source is self-evident, e.g., leak, rupture. An atmospheric exposure via
inhalation cannot be self-evident all the time and can occur over a period of time. Therefore,
prevention of dermal/ocular exposures is more easily performed, e.g., system integrity, PPE and
needs no special detection equipment.

*Also, expert bodies other than OSHA (e.g., American Conference of Governmental Industrial
Hygienists, U.S. Environmental Protection Agency, National Institute for Occupational Safety and
Health, etc.) have not developed quantitative dermal/ocular exposure standards due to its extreme
difficulty, complexity, and the unwarranted burden associated with doing so. While there is
toxicological data available regarding such exposures, that data has not been translated into
generally applicable and accepted exposure standards.

*Finally, professional organizations and federal agencies with extensive experience studying and
regulating chemical exposures have not been able to or determined a need to develop such
standards for widespread use. Therefore, it is not a matter of simply filling a guidance gap but
rather the recognition that it is not practical or possible or even necessary, from a worker or public
health and safety perspective, to do so.

S54 FR 2332, 2778 (Jan. 19, 1989)
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Unnecessary

The fuel cycle facilities, as well as the at-large chemical industry, have applied practices and methods to
maintain safe working environments with clearly hazardous materials for decades 'of time.

*The fuel cycle industry does not believe that the development of quantitative dermal/ocular
exposure standards is necessary: (1) to ensure worker safety at fuel cycle facilities, or (2) to
adequately characterize consequences pursuant to 70.61.

.. Licensees often use a three-layered approach to their industrial hygiene safety program. The first
layer is "equipment integrity" to contain the chemicals so that employees are not exposed in such a

manner that could cause intermediate or high consequence events, and, as appropriate, this
integrity may be called out within the context of the ISA as an IROFS with management measures
applied. The second is the PPE that employees wear to protect them while performing tasks and
during upset conditions that could expose them to chemicals (e.g. respirators, safety glasses with
side shields, face shields, coveralls, aprons, gloves, etc.). The last layer is the "mitigating actions"
that are taken if an employee is exposed to a chemical (e.g. safety showers, eye wash stations,
seeking quick medical attention, etc.).

*The emphasis by OSHA and fuel cycle industry practices is to prevent and mitigate and, when
required, report the event to the appropriate agency. With regard to NRC, the Part 70 Appendix A
reporting requirements can be met without a quantitative standard to assess actual rare exposure-
events. That is, the reporting would be based on the exposure results and the 70.61 performance
requirement definitions and not a quantitative standard. Creating meaningless standards and related
paper trails do little for and may actually detract from assuring a safe work environment.

(2) Imposition of an Interpretation of 10 CFR § 70.65(d) Requiring Development of

Quantitative Dermal and Ocular Exposure Standards is an Unanalyzed Backfit.

Summary: 10 C.F.R. § 70.65(b)(7) does not explicitly require development of quantitative dermal and
ocular exposure standards. Further, the NRC's definitive explanation of measures that, if taken, would
satisfy the requirements of § 70.65(b)(7) is provided in section 3.4.3.2 of NUREG-1520. NUREG-1520 does
not mention dermal/ocular exposure standards and, to the contrary, endorses several existing standards
developed by professional associations and federal agencies that provide limits for airborne rather than
dermal/ocular exposures. Finally, in reviewing ISA summaries submitted by applicants and licensees, the
NRC specifically evaluated compliance with 10 CFR § 70.65(b)(7) and explicitly stated that use of the
exposure standards endorsed in NUREG-1520 met the requirements of § 70.65(b)(7) and were consistent
with 10 CFR § 70.61. The staff's current position that licensees with approved ISA summaries must now

develop quantitative dermal/ocular exposure standards in order to comply with 10 CFR § 70.65(b)(7)
constitutes a new or modified interpretation of the regulations and must be analyzed pursuant to the
requirements of § 70.76 prior to being imposed on licensees.

3



Backfltting Defined: Backfitting is defined in 10 C.F.R. § 70.76(a)(1) as:

the modification of, or addition to, systems, structures, or components of a facility; or to the
procedures or organization required to operate a facility; any of which may result from a new or
amended provision in the Commission rules or the imposition of a regulatory staff position
interpreting the Commission rules that is either new or different from a previous NRC staff position.

Section 70.76 requires that the NRC perform a systematic and documented analysis prior to imposing
backfits on licensees, unless one of the exceptions provided in § 70.76(a)(4) applies. Exceptions aside, the
NRC may require backfitting of a facility only if the systematic and documented analysis reveals that the
backfit will result in a substantia/increase in the overall protection of the public health and safety or the
common defense and security, and that the direct and indirect costs of implementation are justified in view
of this increased protection. 5 Through this analysis, consistent application of the backfitting rule ensures

that industry and NRC resources are focused on implementation of the safety significant regulatory
initiatives whose costs are justified by the increased protection provided. Although a full cost-justified,
substantial increase analysis is not required if the NRC determines that an exception applies, invocation of
an exception must be supported by an "appropriately documented evaluation." 6 The backfitting provision
contained in 10 C.F.R. § 70.76 applies to Subpart H requirements "as soon as the NRC approves that
licensee's ISA Summary pursuant to § 70.66."7 In addition, Management Directive 8.4 "Management of

Facility-Specific Backfitting and Information Collection," (Oct. 9, 2013)(MD 8.4) states: "The NRC staff shall
be responsible for identifying potential facility-specific backfits. The staff shall evaluate any proposed facility-
specific position with respect to whether or not the proposed position qualifies as a backfit."8 MD 8.4 goes
on to specify that: "No staff position shall be communicated to the licensee unless the NRC official
communicating that position has ascertained whether the proposed position is a backfit and, if so, ensured
that the proposed position is identified as a backfit and the appropriate material (i.e., documented
evaluation or backfit analysis) has been prepared and approved." 9

The NRC's Position on Dermal and Ocular Exposures Meets the Definition of Backfitting:
Industry believes that the NRC staff's position that 10 C.F.R. § 70.65(b)(7) requires development of
quantitative dermal and ocular exposure standards is a "regulatory staff position interpreting the
Commission rules that is either new or different from a previous NRC staff position." If this regulatory staff
position is imposed on Part 70 licensees generically, it would require licensees to modify their ISAs, which
are certainly "procedures... required to operate a facility."' 0 Thus, imposition of this new or different
regulatory staff position would represent an unanalyzed backfit.

S10 c.F.R. § 70.76(a)(3).
6 ia C.F.R. § 70.76(a)(4).

710 C.F.R. § 70.76(a).
S MD 8.4, at pg. 9.

9 Id.
10 10 C.F.R. § 70.76(a)(1).
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10 C.F.R. 70.65(b)(7) states:

b) The integrated safety analysis summary must be submitted with the license or renewal
application (.and amendment application as necessary), but shall not be incorporated in the license.
However, changes to the integrated safety analysis summary shall meet the conditions of § 70.72.
The integrated safety analysis summary must contain:

(7) A description of the proposed quantitative standards used to assess the consequences to an
individual from acute chemical exposure to licensed material or chemicals produced from licensed
materials Which are on-site, or expected to be on-site as described in § 70.61(b)(4) and (c)(4);

While the rule text explicitly requires that an ISA summary contain a description of the proposed
quantitative standards used to assess the consequences of acute chemical exposures, the rule text is silent
on the exposure pathways that must be addressed by those standards. That is, the rule does not explicitly
require development of quantitative standards for dermal and ocular exposure.

Although the rule text of § 70.65(b)(7) is silent with respect to the specific exposure pathways th~at must be

considered in an ISA, the NRC's interpretation of this provision through guidance and through its approval of
site- specific analyses reflects a clear position that the regulation was not interpreted to require development
of quantitative dermal and ocular exposures limits for workers at the time the approvals were issued. The
NRC guidance used to review license applications for fuel cycle facilities is contained in NUREG-1520
"Standard Review Plan for the Review of a License Application for a Fuel Cycle Facility," Rev. 0 (March 2002)
and Rev. 1 (May 2010). NUREG-1520 contains "defined acceptance criteria" for the requirement contained
in § 70.65(b)(7),' 1 and the ISA summaries submitted by current fuel cycle licensees were reviewed and
approved using these "defined acceptance criteria." Specifically, the "defined acceptance criteria" for

compliance with § 70.65(b)(7) provided in NUREG-1520 state:

(7) Quantitative Standards for Chemical Consequences. The applicant's description in the ISA
Summary of proposed quantitative standards used to assess consequences from acute chemical
exposure to licensed material or chemicals incident to the processing of licensed material is
acceptable, provided that the following criteria are met:

a. Unambiguous quantitative standards exist for each of the applicable hazardous chemicals

that meet the criteria of 10 CFR 70.65(b)(7) on site, corresponding to, and consistent with,
the quantitative standards in 10 CFR 70.61(b)(4)(i), 70.61(b)(4)(ii), 70.61(c)(4)(i), and
70.61(c)(4)(ii).

b. The quantitative standard of 10 CFR 70.61(b)(4)(i) addresses exposures that could endanger
thle life of a worker. The applicant is appropriately conservative in applying the language

"could endanger," so as to include exposures that could result in death for some workers,

1.NREG-1520, at pgs. 3-13, 3-25 - 3-26.
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consistent with the methods used in the EPA's acute exposure guidelines in Appendix A,
'T-able of Toxic Endpoints," to 40 CFR Part 68, "Chemical Accident Prevention Provisions."

c. The quantitative standards for 10 CFR 70.61(b)(4)(ii) and 10 CFR 70.61(c)(4)(i) will correctly
categorize all exposures that could lead to irreversible or other serious, long-lasting health
effects to individuals. As with criterion (b) above, the standard selected should have
appropriate conservatism.

d. The quantitative standard for 10 CFR 70.61.(c)(4)(ii) will correctly categorize all exposures
that could cause mild transient health effects to an individual.

The NRC finds the use of the Emergency Response Planning Guidelines (ERPGs) established by the
American Industrial Hygiene Association, the Acute Exposure Guideline Levels (AEGLs) established
by the National Advisory Committee for Acute Guideline Levels for Hazardous Substances, and
exposure limits established by the Occupational Safety and Health Administration or contained in

International Organization for Standardization (ISO) standards to be acceptable. If the applicant
does not use a published exposure standard, or if a chemical has an unknown exposure standard,
the ISA Summary must describe how an alternative exposure standard was established for use in
the ISA. The ISA Summary must list the actual exposure values for each chemical, specify the

source of the data (e.g., ERPG, AEGL, ISO), and provide information or a reference supporting the
claim that they meet the acceptance criteria stated above. (See also Section 6.4.3.1 of this SRP.) 12

As outlined above, NUREG-1520 provides detailed guidance on how t~he NRC staff will evaluate compliance

with § 70.65(b)(7). Of particular relevance here, the NUREG endorses several standards developed by
professional associations and federal agencies that have substantial expertise in chemical safety, including
the OSHA. None of the standards endorsed by the NRC in NUREG-1520, including the Permissible Exposure
Limits (PEL) established by OSHA, provide quantitative dermal or ocular chemical exposure standards. 13 The
issue of whether and, if so, how to develop dermal/ocular exposure limits has been considered by OSHA
and, to our knowledge, the agency has declined to develop such standards.

For example, in OSHA's 1992 final rule on occupational exposure to 4,4' Methylenedianiline (MDA) the
agency declined to adopt a quantitative dermal exposure standard, despite the importance of reducing
dermal exposure to the chemical. 14 The final rule explains:

While OSHA was able to make estimates of risks which might result from dermal exposure, OSHA
was unable to establish allowable exposure limits. There are a number of reasons why this is
impractical, among which are the difficulty of quantifying dermal exposures, the inability to select a

12 NUREG-1520, at pgs. 3-25-- 3-26.
13 The American Industrial Hygiene Association's 2013 ERPG/WEEL Handbook explains, "The primary focus of ERPGs® is to provide guideline

levels for once-in-a-lifetime, short-term (typically 1-hour) exposures to airborne concentrations of acutely toxic, high-priority chemicals."
(emphasis added); EPA's website explains that "AEGLs are intended to describe the risk to humans resulting from once-in-a-lifetime, or rare,
exposure to airborne chemicals." http://www.epa.oov/oppt/aeol/index.htm (emphasis added)
14 In the evaluation of benefits provided in the final rule, OSHA stated: "A significant proportion of the estimated lives saved are the result of
the reduction in dermal exposure, whereas the reduction in airborne exposure levels makes a much smaller contribution to the reducton in
risk." Occupational Exposure to 4,4' Methylenedianiline (MDA): Final Rule, 57 Fed. Reg. 35630, 35643 (Aug. 10, 1992).
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reliable biological indicator, and finally the difficulty in correlating the amount absorbed with a
precise adverse health effect. 15

Although the, agency could not quantify a dermal exposure limit, OSHA concluded that worker safety could
be ensured by other means:

In order to adequately regulate dermal exposure to MDA, OSHA requires adherence to permissible
exposure limits (which reduces surface contamination by MDA thereby reducing the opportunity for
skin contact and reduces potential for re-entrainment into the air) and the use of personal protective
clothing and equipment and the other standard provisions, all of which aid in preventing dermal
exposure. 16

These types of protective measures are common and are employed by fuel cycle facilities as part of their
required chemical safety programs. Indeed, OSHA representatives at the fall 2009 NRC public meeting
stated that the agency had not developed dermal/ocular exposure standards for the chemicals in use at fuel
cycle facilities, and that the agency did not plan to do so.

The longstanding recognition of the impracticality of developing quantitative dermal/ocular exposure

standards by expert agencies and other groups focused on chemical safety demonstrates that the NRC's
endorsement of airborne concentration limits in the NUREG was not accidental or the result of a mistake--
there simply were (and currently are) no widely accepted dermal/ocular exposure standards that could serve
as such a reference. Further, this is not merely a case of a "lack of guidance." Rather, the Standard Review
Plan (SRP) provided in NUREG-1520 establishes applicable staff positions, regarding what information is
sufficient to satisfy the requirements contained in § 70.65(b).

As explained in the NRC's guidance on implementation of the backfitting provision in § 70.76:

[Standard Review Plans] delineate the scope and depth of staff review of licensee submittals
associated with various review activities. They are definitive NRC staff explanations of measures
which, if taken, will satisfy the requirements of the more generally stated, legally binding body of
regulations, primarily found in Title 10 of the Code of Federal Regulations (CFR). 17

The guidance goes on to explain that:

[U]sing acceptance criteria more stringent than those contained explicitly in SRPs or proposing
licensee actions more stringent than or in addition to those specified explicitly in SRPs may be
considered backfits if: (1) the facility has a current license, and (2) NRC's approval of the license
means compliance with the SRP.

's Id. at 35637.
16 Id.
17 Office of Nuclear Material Safety and Safeguards Policy and Procedures Letter 1-82, 10 CFR Part 70 Backfit Guidance, Rev. 1 (Oct. 2005), at

Appendix A, pg. 1 (emphasis added).
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This passage precisely describes the current situation. Fuel cycle facilities received licenses after a robust
review of license applications by the NRC. Licensees covered by Subpart H to 10 CFR Part 70 submitted. ISA
Summaries to the NRC for approval, including the information required by § 70.65(b). In reviewing and
approving those ISA summaries, the NRC staff applied the "defined acceptance criteria" in NUREG-1520 and
determined that licensees and applicants that referenced one of the pre-approved standards provided in the
NUREG had met the requirements of § 70.65(b). The staff explicitly approved the use of these airborne
concentration limits during the initial licensing reviews and did not require creation of quantitative dermal or
ocular exposure standards at that time.

For example, section 2.6.4, of the staff's Technical Evaluation Report (TER) for the AREVA NP, Inc.,
Richland, Washington fuel fabrication facility states:

"[Tl]he proposed chemical consequences for high, intermediate, and low consequence categories
are mainly based on limits mentioned in NUREG-1520, such as Emergency Response Planning
Guideline Levels, Acute Emergency Guideline Limits, and Occupational Safety and Health
Administration exposure limits . .. [T-]he licensee indicated that if more than one exposure limit was
applied to a specific chemical consequence category, the licensee selected the limit with the lowest
numerical limit and/or shortest exposure time."

Based on its review, the staff determined that the licensee's chemical consequence standards are in
conformance with 10 CFR 70.61(b)(4) and (c)(4), as required by 10 CFR 70.65(b)(7) and are acceptable.1

Another example is the staff's Safety Evaluation Report (SER) for the National Enrichment Facility in Lea

County, New Mexico. It states:

ISA Summary Section 3.1 and Tables 3.1-3 and 4... contains information regarding the selection of
quantitative standards used to assess the consequences to an individual from acute chemical
exposure to licensed material or chemicals produced from licensed material. Based on the review

conducted in Section 3.3.3.2.2.2 of this SER, the staff has determined that this information is
sufficient to comply with 10 CFR 70.65(b)(7). 19

In Section 3.3.3.2.2.2 of the SER, under a subheading "Quantitative Standards for Chemical Consequences,"
the staff explained that the applicant used the AEGL values for HF and UF6 to meet the requirement for
provision of quantitative chemical exposure standards in § 70.65(b)(7). As discussed above, the AEGL
values provide quantitative exposure standards for airborne concentraticdns of chemicals. They are not
directly applicable to dermal/ocular exposures. Nonetheless, the staff found:

[U]se of the AEGL standards. ., acceptable because these are unambiguous quantitative standards
developed by the National Advisory Committee for Acute Guideline Levels for Hazardous Substances

'B "Technical Evaluation Report for AREVA-NP, Richiand, Washington," pg. 22-23 by letter from M. Tschiltz, NRC to Robert Link, AREvA-NP,

Inc. dated October 25, 2007.
ig "Safety Evaluation Report for the National Enrichment Facility in Lea County, New Mexico," NUJREG-1827,(June 2005), pg. 3-43.
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(AEGLs) that are used nationally in a broad application for emergency planning, response, and
prevention in the community, the workplace, transportation and remedial action. 20

Thus, the staff concluded that "[t]he quantitative standards that the consequence categories are based on
are in accordance with 10 CFR 70.65(b)(7) and are consistent with the standards in 10 CFR 70.61."I21

These types of ISA Summary reviews and approvals are not unique to AREVA Inc. or the National
Enrichment Facility. In fact, we are not aware of any instance where NRC took the position, prior to
approving the ISA Summaries, that dermal/ocular exposure standards for workers were needed. We
recognize that several facilities have attempted to produce meaningful quantitative dermal/ocular exposure
standards at the staff's urging, however that does not obviate the fact that imposition of this new
interpretation of § 70.65(b)(7) is a backfit and has not been analyzed pursuant to 10 CFR § 70.76.

In sum, 10 C.F.R. § 70.65(b)(7) does not explicitly require development of quantitative dermal and ocular
exposure standards. Further, NRC's definitive explanation of measures that, if taken, would satisfy the
requirements of § 70.65(b)(7) is provided in section 3.4.3.2 of NUREG-1520. As explained above, NUREG-
1520 does not mention dermal/ocular exposure standards and, to the contrary, endorses several existing
standards developed by professional associations and federal agencies that provide limits for airborne,
rather than dermal/ocular exposures. Finally, in reviewing ISA Summaries submitted by applicants and
licensees, the NRC specifically evaluated compliance with 10 CFR § 70.65(b)(7) and explicitly stated that use
of the exposure standards endorsed in NUREG-1520 met the requirements of § 70.65(b)(7) and were
consistent with 10 CFR § 70.61. The staff's current position that licensees with approved ISA Summaries
must now develop quantitative dermal/ocular exposure standards in order to comply with 10 CFR
§ 70.65(b)(7) is a new or modified interpretation of the regulations and must be analyzed pursuant to the
requirements of § 70.76 prior to being imposed on licensees.

20 Id. at 3-46.
21 Id. at 3-46 - 3-47.
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ELLEN C. GINSBERG

Vice President, General Counsel & SecretaryNI

1201 F Street, NW, Suite 1100
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P: 202.739.8140
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www.nei.orc

Ms. Margaret Doane
Office of the General Counsel
United States Nuclear Regulatory Commission
Mail Stop: 15D21
Washington, DC 20555-0001

Dear Ms. Doane:

I am writing to express my concern regarding the staffs response to a March 26, 2014, letter
submitted by the Nuclear Energy Institute (NEI)1 addressing the requirements contained in 10 C.F.R.

§ 70.65.2 In the March Letter, NEI asserted that the staff's position requiring certain Part 70 licensees
to create quantitative standards evaluating dermal and ocular exposure to chemicals constitutes an
unanalyzed backfit.

The staff addressed the issues raised by NEI in a letter dated September 15, 2014.3 Unfortunately, the

September Letter does not adequately respond to NEI's concerns. Rather, the rationale put forth by

the staff raises additional, generic concerns regarding the agency's implementation of the backfitting
requirements contained in section 70.76. Specifically, the September Letter mistakenly asserts that if a

regulation contains a performance-based standard, the staff may reinterpret what specific licensee
actions are required to meet that standard without complying with the analytical requirements of
section 70.76. Based on this flawed premise, the staff concludes that its admittedly new position
requiring the development of quantitative dermal and ocular exposure standards is, in fact, not a
change at all; and, even if it were, that it is a compliance backfit.

SNEI is the organization responsible for establishing unified nuclear industry policy on matters affecting the nuclear

energy industry, including the regulatory aspects of generic operational and technical issues. NEL's members include all
utilities licensed to operate commercial nuclear power plants in the United States, nuclear plant designers, major
architect/engineering firms, fuel fabrication facilities, nuclear material licensees, and other organizations and individuals
involved in the nuclear energy industry.

2 Letter from J.R. Schlueter (NEI) to M.G. Bailey (NRC), Dermnal and Ocular Quantitative Exposure Standard - CJurrent

Industry Programs are Adequate and NRC Proposed Approach is Impractical, Unnecessary, and Constitutes an
Unanalyzed Backfit, March 26, 2014 ("March Letter").

3Letter from M.G. Bailey (NRC) to J.R. Schlueter (NEI), Response to March 26, 2014, Nuclear Energy Institute Letter on
Dermal and Ocular Quantitative Exposure Standard, Sept. 15, 2014 ("September Letter").

' NU.CL-E.R., :CLEANAIR' E NERGY:
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Definition of Backfitting

Although the purpose of the September Letter is apparently to provide a documented evaluation for
invocation of the compliance exception, it begins by asserting that "[n] either the relevant Subpart H
requirements, nor the NRC' s interpretation of these requirements, has changed."'4 But just a few

pages later, the staff concedes - as asserted in NEJ's March Letter - that licensee ISA Summaries were
approved by the NRC "without consideration of dermal or ocular exposures."'5 Although Subpart H of

10 C.F.R. Part 70 may be performance-based, the staff's current position is clearly different from the
position taken when licensees' ISA Summaries were approved. Thus, the staff's current position that
Part 70 licensees must modify approved ISAs to include quantitative exposure standards for dermal
and ocular exposures is clearly a "regulatory staff position interpreting the Commission rules that is
either new or different from a previous NRC staff position."'6 Further, if this regulatory staff position

is imposed on Part 70 licensees generically, it would require licensees to modify their ISAs, which are
certainly "procedures.., required to operate a facility."'7

Thus, the staff's current position that licensees must develop quantitative dermal and ocular exposure

standards, and modify their ISAs to incorporate such standards, clearly meets the definition of
backfitting provided in section 70.76.8

The Compliance Exception

Turning to the applicability of the compliance exception, the September Letter seems to argue that
because the staff now believes that quantitative exposure standards for the dermal and ocular exposure
pathways are required to comply with the broad performance objectives of section 70.61, the
compliance exception may be invoked to excuse the staff from meeting the standard provided in
section 70.76(a)(3). In other words, the September Letter seems to argue that the compliance
exception applies because the staff now believes that quantitative dermal and ocular standards are
required for compliance. This logic is circular and so vague that it would render the substantive
requirements of section 70.76 inapplicable to any reinterpretation of what the staff believes is required
to comply with broad, performance-based standards.

" September Letter, at 1.

5September Letter, at End. pg. 3.

6 10 C.F.R. § 70.76(a)(l).

7 Id.

8"Backfitting is defined as the modification of, or addition to, systems, structures, or components of a facility; or to thee
procedures or organization reqiuired to operate a facility; any of which may result from a new or amended provision in the
Commission rules or the imposition of a regulatory staff position interpreting the Commission rules that is either new or
different from a previous NRC staff position." 10 C.F.R. § 70.76(a)(1).
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The Commission precisely explained the purpose of the compliance exception in the 1985 final rule
promulgating the modem iteration of the backfitting provisions contained in 10 C.F.R. § 50.109,

stating:

The compliance exception is intended to address situations in which the licensee has failed to. meet
known and established standards of the Commission because of omission or mistake of fact. It should
be noted that new or modified interpretations of what constitutes compliance would not fall within the
exception and would require a backfit analysis and application of the standard. 9

There was no omission or mistake of fact that prompted approval of licensee ISA Summaries without
quantitative standards for dermal and ocular exposures. To the contrary, the September Letter
concedes that the ISA Summaries were approved "without consideration of dermal or ocular
exposures," and provides the staff's rationale for those approvals, stating:

At the time of NRC approval of the original ISA summaries, the air pathway was: (i) the only
exposure pathway that was considered by industry and reviewed by NRC to have the potential for
offsite consequences, and (ii) the more dominant (but not exclusive) pathway for worker exposure

following an accident. Accordingly, during the 2005-2007 timeframe, ISA summaries were approved
without explicitly documenting a finding on dermal and/or ocular exposure. Approval of the initial
ISA summaries without consideration of dermal or ocular exposures was consistent with the
performance-based requirements of 10 CFR 70.61.1l0

So, according to the staff's own rationale, the original position taken by the agency - which was to
approve the ISA Summaries without quantitative dermal and ocular exposure standards -was a
conscious decision based upon the idea that the air pathway was the more dominant (although not
exclusive) exposure pathway. Far from arguing that its original approvals were the result of an
omission or mistake of fact based on what the agency and licensees knew when those approvals were

issued, the September Letter explains that operating experience accumulated after the ISA Summaries
were approved has, in essence, caused the staff to reinterpret what licensee actions are required to
comply with Subpart H. According to the Commission's prescient explanation quoted above, this is
precisely the type of "new or modified interpretation[] of what constitutes compliance [that] would not
fall within the exception."

Conclusion

In sum, industry continues to believe that the staff's position that certain fuel cycle licensees must now
develop quantitative standards in order to comply with Subpart H to 10 C.F.R. Part 70 is a backfit and
that the compliance exception does not apply. The explanation provided in the September Letter is not

950 Fed. Reg. 38,103 (Sept, 20, 1985).

10 September Letter, at Encl. pg. 3.
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responsive to the issues raised in NEI's March Letter and, for the reasons outlined above, does not
constitute an adequately documented evaluation supporting invocation of the compliance exception.

I respectfully request that the staff and your office reconsider the response provided in the September
15 Letter and evaluate the staff's new or modified interpretation of the Subpart H requirements
pursuant to sections 70.76(a)(3) and (b), prior to imposing this interpretation on licensees. Further, if
the staff declines to modify its position on this issue, I respectfully request that the Interim Staff
Guidance currently being developed by the staff be formally reviewed by the Committee to Review

Generic Requirements prior to being issued in draft for public comment.

I would welcome the opportunity to discuss industry's concerns regarding this matter at your earliest

convenience.

Sincerely,

Ellen C. Ginsberg

Enclosures

cc: Catherine Haney, NMSS
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JANET R. SCHLUETER

Sr. Director, Fuel and Materials SafetyN 4
1201 F Street, NW, Suite 1100
Washington, DC 20004 NUCL:EAR •ENERGY INSTITUTE:

P: 202.739.8098
jrs@nei.org
nei.org

March 26, 2014

Ms. Marissa G. Bailey
Director
Office of Nuclear Materials Safety and Safeguards
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

Subject: Dermal and Ocular Quantitative Exposure Standard - Current Industry Programs are Adequate
and NRC P5roposed Approach is Impractical, Unnecessary, and Constitutes an Unanalyzed. Backfit

Project Number: 689

Dear Ms. Bailey:

On behalf of the fuel cycle industry, the Nuclear Energy Institute (NEI) 1 has appreciated the recent public
interactions with the U.S. Nuclear Regulatory Commission (NRC) staff on October 3, 2013, and March 5, 2014:.

Specifically, our discussions regarding the feasibility of developing quantitative standards for dermal and ocular
chemical exposure events involving workers at NRC-regulated fuel cycle facilities. The industry's goal is the
same as NRC's, to fully resolve this matter in the very near future.

It has been six years since this issue was first raised. Since then, we have mutually expended resources to
conduct a detailed and thorough review of the regulations, related guidance, NRC's recent research, national
standards, industry work practices and in-depth discussions with and research by industrial hygienists. As a
result, we believe that NRC must reconsider its position that would require licensees to develop dermal and
ocular quantitative exposure standards for workers. We recognize that the staff has been directed by the
Commission to issue draft guidance for comment. However, industry believes that our collective attention and
resources should be focused on issues that are of higher significance. Such a step would be consistent with
the NRC's Principles of Good Regulation and the on-going cumulative effects initiatives.

1 The Nuclear Energy Institute (NEI) is the organization responsible for establishing unified industry policy on matters affecting the nuclear

energy industry, including the regulatory aspects of generic operational and technical issues. NEI's members include all entities licensed to
operate commercial nuclear power piants in the United States, nuclear plant designers, major architect/engineering firms, fuel cycle facilities,
nuclear materials licensees, and other organizations and entities involved in the nuclear energy industry.

N.UCLEAIR. CLEAN AIR. ENERGY



Ms. Marissa G. Bailey
March 26, 2014
Page 2

We found the staff's October 2013 draft white paper on this topic to be complete in its references and
discussion. However, the fact remains that no scientifically-credible dermal and ocular quantitative
exposure standard for workers exists or can be established absent extensive primary research including both
animal and human studies for each chemical of concern. The NRC staff's research, as well as the industry's
supports the following conclusions:

1) the facility-specific worker protection programs in place today are adequate to protect workers and
meet the intent of the rule;

2) there are no existing scientifically-credible standards available to implement; and

3) requiring licensees to develop new quantitative dermal and ocular exposure standards is impractical,
unnecessary and constitutes an unanalyzed backf it.

The attachment provides additional details and the basis for industry's conclusions and position, and is
based on the following fundamental tenets:

*Part 70 does not explicitly require the development of dermal or ocular quantitative exposure limits

for workers.

*Rather, the facility-specific Integrated Safety Analyses (ISAs) established quantitative inhalation
exposure standards for workers. Dermal and ocular exposures are addressed via strong
demonstrated historical licensee chemical safety programs consistent with chemical industry
practices. During the fall 2009 NRC public meeting, OSHA indicated that this is their approach and
practice as well.

*Through the ISA development process, NRC accepted the industry's position that dermal and ocular
exposures for the public were not credible, and thus only inhalation standards were developed for
members of the public as well.

*The performance-based approach to demonstrate compliance with the Part 70 performance
objectives is consistent with the intent of the original Part 70 rule promulgated in 2000.

*Any further guidance provided by the NRC via lettersto NEI (2008-2010) and NUREG-1520,
Revisions 0 and 1 (2002; 2011) were developed and issued after the rule went into effect and after
the facility-specific ISA methodologies and summaries were submitted to and approved by NRC.

Industry's Recent Research

Both prior to and after the October 3, 2013, public meeting, industry representatives have spent

considerable time working with senior facility experts (e.g., industrial hygienists) to determine the feasibility
of developing quantitative dermal and ocular .standards for workers exposed to all chemicals in a facility's
inventory (over 20 chemicals at some sites). More specifically, the United Nations' Globally Harmonized
System of Classification and Labeling of Chemicals (GHS) categories do not easily translate to the Part 70
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event consequence categories since they were developed for a different purpose. Further, all the chemicals
mentioned in the staff's white paper were acids. Acids behave differently than many other chemicals used at
fuel facilities due to the mechanisms of interaction with body tissues (e.g., acids destroy tissue so dermal
absorption modeling is impractical). Finally, while we recognize that a few facilities have a quantitative
worker exposure standard in place for hydrofluoric acid; this standard may not be bounding for other
chemicals in use today at all fuel facilities.

Related Part 40 Rulemaking

During the proposed Part 40 rulemaking, industry suggested that NRC modify Part 40 and make conforming
changes to Part 70 to full resolve the issue of the appropriate exposure standard for workers. 2 Specific~ally,
the industry suggested that proposed 10 CFR 40.81(b)(4) and (c)(4) be modified to read: "an acute
chemical exposure from inhalation" and that conforming changes be made to Part 70.61(b)(4) and (c)(4). to
clarify and acknowledge that the appropriate exposure pathway for the worker is inhalation, not the dermal
or ocular exposure pathway. Industry continues to support this suggestion if NRC were to opt to resolve
this issue through rulemaking.

We trust that we can continue these discussions in the near future and reach a mutually acceptable
resolution. If you have any questions, please feel free to contact me or Andrew Mauer (202-739-8018;
anm@nei.org).

Sincerely,

Janet R. Schlueter

Attachment

c: Ms. Catherine Haney, NMSS, NRC
Mr. Anthony T. Gody, Jr., R-II/DFFI, NRC
Mr. Geary S. Mizuno, OGC/GCLR/RMR, NRC

2 Letter from J. Schlueter, NEI to A. Vietti-cook dated September 9, 2011, Industry comments on Domestic Licensing of Source Material.



A-I-ACH M ENT

Technical Basis for Industry Position that Development of New Quantitative Dermal and
Ocular Exposure Standards for Workers is Impractical,

Unnecessary and Constitutes an Analyzed Backfit

The NRC has taken the position that 10 C.F.R. § 70.65(b)(7) requires the development of quantitative
standards for dermal and ocular chemical exposure of workers to licensed material, or chemicals produced
from licensed material, that are either on-site or expected to be on-site at fuel cycle facilities licensed
pursuant to 10 C.F.R. Part 70, Subpart H.1 As explained in more detail below, the industry continues to
believe that development of such quantitative worker exposure standards is both impractical and
unnecessary. Further, imposition of this position on Part 70 licensees, after approval of facility-specific
Integrated Safety Analysis (ISA) Summaries pursuant to section 70.66, is an unanalyzed backfit, as defined
in section 70.76. We address each of these issues in greater detail below.

(1) Development of Quantitative Dermal and Ocular Exposure Standards is Impractical and
Unnecessary

Impracticality

* The NRC has no regulatory guidance on how to develop such standards. The NRC has no
acceptance criteria (other than the SRP, which does not require development of dermal/ocular
standards) for evaluating the adequacy of such standards.

* During the Occupational Safety and Health Administration's (OSHA) 1992 final rule on occupational
exposure to 4,4' Methylenedianiline (MDA), the agency declined to adopt a quantitative dermal
exposure standard, despite the importance of reducing dermal exposure to the chemical. 2 The final
rule explains:

"While OSHA was able to make estimates of risks which might result from dermal exposure,
OSHA was unable to establish allowable exposure limits. There are a number of reasons
why this is impractical, among which are the difficulty of quantifying dermal exposures, the
inability to select a reliable biological indicator, and finally the difficulty in correlating the
amount absorbed with a precise adverse health effect. 3"

Although the agency could not quantify a dermal exposure limit, OSHA concluded that worker safety
could be ensured by other means.

1 See Letters from D. Dorman (NRC) to F. Killar (NEI), "Chemical Exposures at Fuel Cycle Facilities Ucensed by the U.s. Nuclear Regulatory

commission," dated Nov. 10, 2008, Letter from M. Tschiltz (NRC) to F. Killar, (NEI) dated June 12, 2009, Letter from M. Tschiltz (NRC) to J.
Schlueter (NEI) dated August 16, 2010.
2 In the evaluation of benefits provided in the final rule, OSHA stated: 'A significant proportion of the estimated lives saved are the result of
the reduction in dermal exposure, whereas the reduction in airborne exposure levels makes a much smaller contribution to the reduction in
risk." Occupational Exposure to 4,4' Methylenedianiline (MDA)" Final Rule, 57 Fed. Reg. 35630, 35643 (Aug. 10, 1992).
SId. at 35637.
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*Dermal and ocular exposures are addressed via licensee chemical safety programs consistent with
chemical industry practice. For example, OSHA addresses dermal/ocular exposures through
programs requiring use of Personnel Protective Equipment (PPE), hygiene practices and (in some
instances) medical monitoring.

o "Although it is true that many of the reported cases of occupational illnesses are skin
disorders, OSHA believes that reducing employee airborne exposures will contribute to a
reduction in the number of cases of dermatitis. As a general rule, workplaces that have
many cases of dermatitis are also more likely to use poor work practices and to be lacking in
engineering controls; such facilities will have higher airborne exposures. On the other hand,
a well-engineered facility with low airborne exposures generally also controls its employees'
dermal/ocular exposures, and therefore has few, if any, cases of dermatitis. Therefore,
OSHA believes that promulgation of these exposure limits for air contaminants will
encourage the use of improved work practices, which will, in turn, reduce the incidence of
dermatitis. ,4

o During the fall 2009 NRC public meeting, OSHA representatives discussed this very point and
stipulated they were not aware of any such dermal or ocular quantitative standards; and
that their approach is through prevention using good material condition programs to
maintain containment integrity and PPE to prevent risk of exposure in upset or maintenance
functions.

*Personnel Exposure Limits (PELs) are for controlling inhalation exposure and the risk profiles
between inhalation and dermal/ocular exposures are different. Specifically, a dermal/ocular exposure
is self-identifying and its source is self-evident, e.g., leak, rupture. An atmospheric exposure via
inhalation cannot be self-evident all the time and can occur over a period of time. Therefore,
prevention of dermal/ocular exposures is more easily performed, e.g., system integrity, PPE and
needs no special detection equipment.

*Also, expert bodies other than OSHA (e.g., American Conference of Governmental Industrial
Hygienists, U.S. Environmental Protection Agency, National Institute for Occupational Safety and
Health, etc.) have not developed quantitative dermal/ocular exposure standards due to its extreme
difficulty, complexity, and the unwarranted burden associated with doing so. While there is
toxicological data available regarding such exposures, that data has not been translated into
generally applicable and accepted exposure standards.

*Finally, professional organizations and federal agencies with extensive experience studying and
regulating chemical exposures .have not been able to or determined a need to develop such
standards for widespread use. Therefore, it is not a matter of simply filling a guidance gap but
rather the recognition that it is not practical or possible or even necessary, from a worker or public
health and safety perspective, to do so.

S54 FR 2332, 2778 (Jan. 19, 1989)
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Unnecessar-y

The fuel cycle facilities, as well as the at-large chemical industry, have applied practices and methods to
maintain safe working environments with clearly hazardous materials for decades of time.

*The fuel cycle industry does not believe that the development of quantitative dermal/ocular
exposure standards is necessary: (1) to ensure worker safety at fuel cycle facilities, or (2) to
adequately characterize consequences pursuant to 70.61.

* Licensees often use a three-layered approach to their industrial hygiene safety program. The first
layer is "equipment integrity" to contain the chemicals so that employees are not exposed in such a.
manner that could cause intermediate or high consequence events, and, as appropriate, this
integrity may be called out within the context of the ISA as an IROFS with management measures
applied. The second is the PPE that employees wear to protect them while performing tasks and
during upset conditions that could expose them to. chemicals (e.g. respirators, safety glasses with
side shields, face shields, coveralls, aprons, gloves, etc.). The last layer is the "mitigating actions"
that are taken if an employee is exposed to a chemical (e.g. safety showers, eye wash stations,
seeking quick medical attention, etc.).

* The emphasis by OSHA and fuel cycle industry practices is to prevent and mitigate and, when

required, report the event to the appropriate agency. With regard to NRC, the Part 70 Appendix A
reporting requirements can be met without a quantitative standard to assess actual rare exposure
events. That is, the reporting would be based on the exposure results and the 70.61 performance
requirement definitions and not a quantitative standard. Creating meaningless standards and related
paper trails do little for and may actually detract from assuring a safe work environment.

(2) Imposition of an Interpretation of 10 CFR § 70.65(d) Requiring Development of

Quantitative Dermal and Ocular Exposure Standards is an Unanalyzed Backfit.

Summary: 10 C.F.R. § 70.65(b)(7) does not explicitly require development of quantitative dermal and

ocular exposure standards. Further, the NRC's definitive explanation of measures that, if taken, would
satisfy the requirements of § 70.65(b)(7) is provided in section 3.4.3.2 of NUREG-1520. NUREG-1520 does
not mention dermal/ocular exposure standards and, to the contrary, endorses several existing standards
developed by professional associations and federal agencies that provide limits for airborne rather than
dermal/ocular exposures. Finally, in reviewing ISA summaries submitted by applicants and licensees, the
NRC specifically evaluated compliance with 10 CFR § 70.65(b)(7) and explicitly stated that use of the
exposure standards endorsed in NUREG-1520 met the requirements of § 70.65(b)(7) and were consistent
with 10 CFR § 70.61. The staff's current position that licensees with approved ISA summaries must now
develop quantitative dermal/ocular exposure standards in order to comply with 10 CFR § 70.65(b)(7)
constitutes a new or modified interpretation of the regulations and must be analyzed pursuant to the
requirements of § 70.76 prior to being imposed on licensees.
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Backfitting Defined: Backfitting is defined in 10 C.F.R. § 70.76(a)(1) as:

the modification of, or addition to, systems, structures, or components of a facility; or to the
procedures or organization required to operate a facility; any of which may result from a new or
amended provision in the Commission rules or the imposition of a regulatory staff position
interpreting the Commission rules that is either new or different from a previous NRC staff position.

Section 70.76 requires that the NRC perform a systematic and documented analysis prior to imposing

backfits on licensees, unless one of the exceptions provided in § 70.76(a)(4) applies. Exceptions aside, the
NRC may require backfitting of a facility only if the systematic and documented analysis reveals that the
backfit will result in a substantial increase in the overall protection of the public health and safety or the
common defense and security, and that the direct and indirect costs of implementation are justified in view
of this increased protection.5 Through this analysis, consistent application of the backfitting rule ensures

that industry and NRC resources are focused on implementation of the safety significant regulatory
initiatives whose costs are justified by the increased protection provided. Although a full cost-justified,
substantial increase analysis is not required if the NRC determines that an exception applies, invocation of
an exception must be supported by an "appropriately documented evaluation." 6 The backfitting provision

contained in 10 C.F.R. § 70.76 applies to Subpart H requirements "as soon as the NRC approves that
licensee's ISA Summary pursuant to § 70.66."7 In addition, Management Directive 8.4 "Management of
Facility-Specific Backfitting and Information Collection," (Oct. 9, 2013)(MD 8.4) states: "The NRC staff shall
be responsible for identifying potential facility-specific backf its. The staff shall evaluate any proposed facility-
specific position with'respect to whether or not the proposed position qualifies as a backfit." 8 MD 8.4 goes
on to specify that: "No staff position shall be communicated to the licensee unless the NRC official
communicating that position has ascertained whether the proposed position is a backfit and, if so, ensured
that the proposed position is identified as a backfit and the appropriate material (i.e., documented
evaluation or backfit analysis) has been prepared and approved." 9

The NRC's Position on Dermal and Ocular Exposures Meets the Definition of Backfitting:
Industry believes that the NRC staff's position that 10 C.F.R. § 70.65(b)(7) requires development of
quantitative dermal and ocular exposure standards is a "regulatory staff position interpreting the
Commission rules that is either new or different from a previous NRC staff position." If this regulatory staff
position is imposed on Part 70 licensees generically, it would require licensees to modify their ISAs, which
are certainly "procedures.. .required to operate a facility." 10 Thus, imposition of this new or different
regulatory staff position would represent an unanalyzed backfit.

s10 C.F.R. § 70.76(a)(3).
6 10 C.F.R. § 70.76(a)(4).

710 C.F.R. § 70.76(a).
' MD 8.4, at pg. 9.
9 Id.
10 10 C.F.R. § 70.76(a)(1).
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10 C.F.R. 70.65(b)(7) states:

b) The integrated safety analysis summary must be submitted with the license or renewal
application (and amendment application as necessary), but shall not be incorporated in the license.
However, changes to the integrated safety analysis summary shall meet the conditions of § 70.72.
The integrated safety analysis summary must contain:

(7) A description of the proposed quantitative standards used to assess the consequences to an

individual from acute chemical exposure to licensed material or chemicals produced from licensed
materials which are on-site, or expected to be on-site as described in § 70.61(b)(4) and (c)(4);

While the rule text explicitly requires that an ISA summary contain a description of the proposed
quantitative standards used to assess the consequences of acute chemical exposures, the rule text is silent
on the exposure pathways that must be addressed by those standards. That is, the rule does not explicitly
require development of quantitative standards for dermal and ocular exposure.

Although the rule text of § 70.65(b)(7) is silent with respect to the specific exposure pathways that must be
considered in an ISA, the NRC's interpretation of this provision through guidance and through its approval of
site-specific analyses reflects a clear position that the regulation was not interpreted to require development
of quantitative dermal and ocular exposures limits for workers at the time the approvals were issued. The
NRC guidance used to review license applications for fuel cycle facilities is contained in NUREG-1520
"Standard Review Plan for the Review of a License Application for a Fuel Cycle Facility," Rev. 0 (March 2002)
and Rev. 1 (May 2010). NUREG-1520 contains "defined acceptance criteria" for the requirement contained
in § 70.65(b)(7),"1 and the ISA summaries submitted by current fuel cycle licensees were reviewed and

approved using these "defined acceptance criteria." Specifically, the "defined acceptance criteria" for
compliance with § 70.65(b)(7) provided in NUREG-1520 state:

(7) Quantitative Standards for Chemical Consequences. The applicant's description in the ISA
Summary of proposed quantitative standards used to assess consequences from acute chemical

exposure to licensed material or chemicals incident to the processing of licensed material is
acceptable, provided thatthe following criteria are met:

a. Unambiguous quantitative standards exist for each of the applicable hazardous chemicals
that meet the criteria of 10 CFR 70.65(b)(7) on site, corresponding to, and consistent with,
the quantitative standards in 10 CFR 70.61(b)(4)(i), 70.61(b)(4)(ii), 70.61(c)(4)(i), and
70.6 1(c)(4)(ii).

b. The quantitative standard of 10 CFR 70.61(b)(4)(i) addresses exposures that could endanger
the life of a worker. The applicant is appropriately conservative in applying the language
"could endanger," so as to include exposures that could result in death for some workers,

'1 NUREG-1520, at pgs. 3-13, 3-25 - 3-26.
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consistent with the methods used in the EPA's acute exposure guidelines in Appendix A,
'T-able of Toxic Endpoints," to 40 CFR Part 68, "Chemical Accident Prevention Provisions."

c. The quantitative standards for 10 CFR 70.61(b)(4)(ii) and 10 CFR 70.61(c)(4)(i) will correctly
categorize all exposures that could lead to irreversible or other serious, long-lasting health
effects to individuals. As with criterion (b) above, the standard selected should have
appropriate conservatism.

d. The quantitative standard for 10 CFR 70.61(c)(4)(ii) will correctly categorize all exposures
that could cause mild transient health effects to an individual.

The NRC finds the use of the Emergency Response Planning Guidelines (ERPGs) established by the
American Industrial Hygiene Association, the Acute Exposure Guideline Levels (AEGLs) established
by the National Advisory Committee for Acute Guideline Levels for Hazardous Substances, and
exposure limits established by the Occupational Safety and Health Administration or contained in
International Organization for Standardization (ISO) standards to be acceptable. If the applicant
does not use a published exposure standard, or if a chemical has an unknown exposure standard,
the IsA summary must describe how an alternative exposure standard was established for use in

the ISA. The ISA Summary must list the actual exposure values for each chemical, specify the
source of the data (e.g., ERPG, AEGL, ISO), and provide information or a reference supporting the
claim that they meet the acceptance criteria stated above. (See also Section 6.4.3.1 of this SRP.) 12

As outlined above, NUREG-1520 provides detailed guidance on how the NRC staff will evaluate compliance
with § 70.65(b)(7). Of particular relevance here, the NUREG endorses several standards developed by
professional associations and federal agencies that have substantial expertise in chemical safety, including
the OSHA. None of the standards endorsed by the NRC in NUREG-1520, including the Permissible Exposure
Limits (PEL) established by OSHA, provide quantitative dermal or ocular chemical exposure standards. 13 The
issue of whether and, if so, how to develop dermal/ocular exposure limits has been considered by OSHA
and, to our knowledge, the agency has declined to develop such standards.

For example, in OSHA's 1992 final rule on occupational exposure to 4,4' Methylenedianiline (MDA) the
agency declined to adopt a quantitative dermal exposure standard, despite the importance of reducing
dermal exposure to the chemical. 14 The final rule explains:

While OSHA was able to make estimates of risks which might result from dermal exposure, OSHA
was unable to establish allowable exposure limits. There are a number of reasons why this is
impractical, among which are the difficulty of quantifying dermal exposures, the inability to select a

12 NUREG-1520, at pgs. 3-25- 3-26.
13 The American Industrial Hygiene Association's 2013 ERPG/WEEL Handbook explains, "The primary focus of ERPGs® is to provide guideline

levels for once-in-a-lifetime, short-term (typically 1-hour) exposures to airborne conc~entrations of acutely toxic, high-priority chemicals."
(emphasis added); EPA's website explains that "AEGLs are intended to describe the risk to humans resulting from once-in-a-lifetime, or rare,
exposure to airborne chemicals." htto :llwww.eoa.o~ovlooot/ae~llindex. htm (emphasis added)

14In the evaluation of benefits provided in the final rule, OSHA stated: "A significant proportion of the estimated lives saved are the result of
the reduction in dermal exposure, whereas the reduction in airborne exposure levels makes a much smaller contribution to the reduction in
risk." Occupational Exposure to 4,4' Methylenedianiline (MDA): Final Rule, 57 Fed. Reg. 35630, 35643 (Aug. 10, 1992).•
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reliable biological indicator, and finally the difficulty in correlating the amount absorbed with a
precise adverse health effect. 15

Although the agency could not quantify a dermal exposure limit, OSHA concluded that worker safety could
be ensured by other means:

In order to adequately regulate dermal exposure to MDA, OSHA requires adherence to permissible
exposure limits (which reduces surface contamination by MDA thereby reducing the opportunity for
skin contact and reduces potential for re-entrainment into the air) and the use of personal protective
clothing and equipment and the other standard provisions, all of which aid in preventing dermal
exposure.'16

These types of protective measures are common and are employed by fuel cycle facilities as part of their

required chemical safety programs. Indeed, OSHA representatives at the fall 2009 NRC public meeting
stated that the agency had not developed dermal/ocular exposure standards for the chemicals in use at fuel
cycle facilities, and that the agency did not plan to do so.

The longstanding recognition of the impracticality of developing quantitative dermal/ocular exposure
standards by expert agencies and other groups focused on chemical safety demonstrates that the NRC's.
endorsement of airborne concentration limits in the NUREG was not accidental or the result of a mistake-
there simply were (and currently are) no widely accepted dermal/ocular exposure standards that could serve
as such a reference. Further, this is not merely a case of a "lack of guidance." Rather, the Standard Review
Plan (SRP) provided in NUREG-1520 establishes applicable staff positions regarding what information is
sufficient to satisfy the requirements contained in § 70.65(b).

As explained in the NRC's guidance on implementation of the backfitting provision in § 70.76:

[Standard Review Plans] delineate the scope and depth of staff review of licensee submittals
associated with various review activities. They are definitive NRC staff explanations of measures
which, if taken, will satisfy the requirements of the more generally stated, legally binding body of
regulations, primarily found in Title 10 of the Code of Federal Regulations (CFR). 17

The guidance goes on to explain that:

[U]sing acceptance criteria more stringent than those contained explicitly in SRPs or proposing
licensee actions more stringent than or in addition to those specified explicitly in SRPs may be
considered backfits if: (1) the facility has a current license, and (2) NRC's approval of the license

means compliance with the SRP.

is Id. at 35637.
'6 Id.

'7 Office of Nuclear Material Safety and Safeguards Policy and Procedures Letter 1-82, 10 CFR Part 70 Backfit Guidance, Rev. 1 (Oct. 2005), at
Appendix A, pg. 1 (emphasis added).
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This passage precisely describes the current situation. Fuel cycle facilities received licenses after a robust
review of license applications by the NRC. Licensees covered by Subpart H to 10 CFR Part 70 submitted ISA
Summaries to the NRC for approval, including the information required by§ 70.65(b). In reviewing and
approving those ISA summaries, the NRC staff applied the "defined acceptance criteria" in NUREG-1520 and
determined that licensees and applicants that referenced one of the pre-approved standards provided in the
NUREG had met the requirements of § 70.65(b). The staff explicitly approved the use of these airborne ,
concentration limits during the initial licensing reviews and did not require creation of quantitative dermal or
ocular exposure standards at that time.

For example, section 2.6.4, of the staff's Technical Evaluation Report (TER) for the AREVA NP, Inc.,
Richland, Washington fuel fabrication facilibtystates:

"lITihe proposed chemical consequences for high, intermediate, and low consequence categories
are mainly based on limits mentioned in NUREG-1520, such as Emergency Response Planning
Guideline Levels, Acute Emergency Guideline Limits, and Occupational Safety and Health
Administration exposure limits . .. [T~he licensee indicated that if more than one exposure limit was
applied to a specific chemical consequence category, the licensee selected the limit with the lowest
numerical limit and/or shortest exposure time."

Based on its review, the staff determined that the licensee's chemical consequence standards are in
conformance with 10 CFR 70.61(b)(4) and (c)(4), as required by 10 CFR 70.65(b)(7) and are acceptable.18

Another example is the staff's Safety Evaluation Report (SER) for the National Enrichment Facility in Lea
County, New Mexico. It states:

ISA Summary Section 3.1 and Tables 3.1-3 and 4... contains information regarding the selection of
quantitative standards used to assess the consequences to an individual from acute chemical
exposure to licensed material or chemicals produced from licensed material. Based on the review
conducted in Section 3.3.3.2.2.2 of this SER, the staff has determined that this information is
sufficient to comply with 10 CF:R 70.65(b)(7). 19

In Section 3.3.3.2.2.2 of the SER, under a subheading "Quantitative Standards for Chemical Consequences,"
the staff explained that the applicant used the AEGL values for HF and UF6 to meet the requirement for
provision of quantitative chemical exposure standards in § 70.65(b)(7). As discussed above, the AEGL
values provide quantitative exposure standards for airborne concentrations of chemicals. They are not
directly applicable to dermal/ocular exposures. Nonetheless, the staff found:

[U]se of the AEGL standards..,. acceptable because these are unambiguous quantitative standards
developed by the National Advisory Committee for Acute Guideline Levels for Hazardous Substances

18 "Technical Evaluation Report for AREVA-NP, Richiand, Washington," pg. 22-23 by letter from M. Tschiiltz, NRC to Robert Link, AREVA-NP,

Inc. dated October 25, 2007.
19 "Safety Evaluation Report for the National Enrichment Facility in Lea County, New Mexico," NUREG-1827,(June 2005), lig. 3-43.
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(AEGLs) that are used nationally in a broad application for emergency planning, response, and
prevention in the community, the workplace, transportation and remedial action.20

Thus, the staff concluded that "[t]he quantitative standards that the consequence categories are based on
are in accordance with 10 CFR 70.65(b)(7) and are consistent with the standards in 10 CFR 70.61."~21

These types of ISA Summary reviews and approvals are not unique to AREVA Inc. or the National
Enrichment Facility. In fact, we are not aware of any instance where NRC took the position, prior to
approving the ISA Summaries, that dermal/ocular exposure standards for workers were needed. We
recognize that several facilities have attempted to produce meaningful quantitative dermal/ocular exposure
Standards at the staff's urging, however that does not obviate the fact that imposition of this new
interpretation of § 70.65(b)(7) is a backfit and has not been analyzed pursuant to 10 CFR § 70.76.

In sum, 10 C.F.R. § 70.65(b)(7) does not explicitly require development of quantitative dermal and ocular
exposure standards. Further, NRC's definitive explanation of measures that, if taken, would satisfy the
requirements of § 70.65(b)(7) is provided in section 3.4.3.2 of NUREG-1520. As explained above, NUREG-

1520 does not mention dermal/ocular exposure standards and, to the contrary, endorses several existing
standards developed by professional associations and federal agencies that provide limits for airborne,
rather than dermal/ocular exposures. Finally, in reviewing ISA Summaries submitted by applicants and
licensees, the NRC specifically evaluated compliance with 10 CFR § 70.65(b)(7) and explicitly stated that use
of the exposure standards endorsed in NUREG-1520 met the requirements of § 70.65(b)(7) and were
consistent with 10 CFR § 70.61. The staff's current position that licensees with approved ISA Summaries
must now develop quantitative dermal/ocular exposure standards in order to comply with 10 CFR
§ 70.65(b)(7) is a new or modified interpretation of the regulations and must be analyzed pursuant to the
requirements of § 70.76 prior to being imposed on licensees.

2o Id. at 3-46.
21 Id. at 3-46 - 3-47.
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•," Rc•,L.UNITED STATES
-'•'oNUCLEAR REGULATORY COMMISSION

OO WASHINGTON, Ll.C. 20555-4001

September 15, 2014

Ms. Janet R. Schlueter, Director
Fuel and Materials Safety
Nuclear Generation Division
Nuclear Energy Institute
1201 F Street, NW Suite 1100
Washington, DC 20004

SUBJECT: RESPONSE TO MARCH 26, 2014, NUCLEAR ENERGY INSTITUTE LETTER ON
DERMAL AND OCULAR QUANTITATIVE EXPOSURE STANDARD

Dear Ms. Schlueter:

The U.S. Nuclear Regulatory Commission (NRC) staff has reviewed your letter dated
March 26, 2014, and its enclosure, arguing that the Integrated Safety Analysis (ISA) need only
consider inhalation pathways when analyzing for acute chemical exposures to NRC-licensed
material, or chemicals produced from such material. You state that developing dermal and
ocular exposure standards for use in demonstrating compliance with the performance
requirements of Title 10 of the Code of Federal Regulations (10 CFR) Part 70, Subpart H, "is
impractical, unnecessary and constitutes an unanalyzed backfit." The staff has reviewed the
NRC documentation supporting the development of the Subpart H rule, and finds that the rule's
requirements for analyzing chemical hazards (specifically, hazards arising from acute chemical
exposures) are not limited to consideration of the inhalation pathway. The staff concludes that
failure to consider all reasonable worker exposure pathways would create a regulatory gap in
the oversight of chemical hazards that are under NRC's jurisdiction.

Neither the relevant Subpart H requirements, nor the NRC's interpretation of these
requirements, have changed. However, even if the staff's position on dermal and ocular
exposure pathways is deemed to be the imposition of a new regulatory position that falls within
the definition of backfitting, the compliance exception stated in 10 CFR 70.76(a)(4)(i) would be
applicable. The enclosure to this letter provides a detailed evaluation of the compliance backfit
exception.

Accordingly, the staff Will evaluate ISA summaries to ensure that the licensee has considered all
reasonable exposure pathways in the ISA chemical hazard analysis. For all credible event

*consequences as defined in 10 CFR 70.61 (b)(4) and (c)(4), the staff will review the ISA

summary "description of the proposed quantitative standards used to assess the consequences
to an individual from acute chemical exposure to licensed material or chemicals produced from
licensed materials,' as stated in 10 CFR 70.65(b)(7). For license amendments, renewals or
new applications such staff evaluations do not constitute backfitting.

The NRC is developing an Interim Staff Guidance (ISG) that addresses chemical exposures at
fuel cycle facilities subject to Subpart H. The ISG will discuss the criteria staff will apply when
reviewing event consequences and proposed quantitative standards used to assess the
consequences to an individual from acute chemical exposure in the ISA. The ISG will provide
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J. Schlueter -2-

guidance on the staff review of all credible exposure pathways to demonstrate compliance with
10 CFR 70.61. Development of this ISG should help promote a common understanding of
proposed quantitative standards for non-inhalation pathways supporting chemical safety
analyses in the ISA. The NRC will engage stakeholders, as appropriate, to discuss an
implementation plan.

In accordance with 10 CFR 2.390 of the NRC's 'Agency Rules of Practice and Procedure,' a
copy of this letter will be available electronically for public inspection in the NRC Public
Document Room or from the Publicly Available Records component of NRC's Agencywide
Documents Access and Management System (ADAMS). ADAMS is accessible from the NRC
Web site at http:ffwww. nrc.qov/readin~q-rm/adams.html.

Sincerely,

Marissa G. BeDrector
Division of, uel Cycle Safety
and Safeguards

Office of •uclear Material Safety
and Safeguards

Docket:* 70-1257
License: SNM-1227

En closure:
Documented Evaluation for

Compliance Backfit Exception
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September 15, 2014

DOCUMENTED EVALUATION FOR COMPLIANCE BACKFIT EXCEPTION: DERMAL AND

OCULAR CHEMICAL EXPOSURES AT FUEL CYCLE FACILITIES

INTRODUCTION

This document provides the U.S. Nuclear Regulatory Commission (NRC) staff's (staff's) detailed
evaluation of a backfit claim presented in a letter dated March 26, 2014, from the Nuclear
Energy Institute (NEI) to Marissa Bailey, Director, Office of Nuclear Materials Safety and
Safeguards (Agencywide Documents Access Management System [ADAMS] MLI14086A267).
In an attachment to this letter, NEI presents its position that the staff requires currently-licensed
fuel cycle facilities to develop and adopt quantitative exposure standards as part of assessing
the consequences of an individual .from acute chemical dermal and ocular exposure. NEI's
position is that this constitutes backfitting under Title 10 of the' Code of Federal Regulations (10
CFR) 70.76(a)(1).

The staff's position is that 10 CFR Part 70, Subpart H, promulgated in 2000 (65 FR 56211;
September 18, 2000), establishes a set of performance requirements which must be met by the
licensee throughout the term of its license. Therefore, changes to the NRC-approved Integrated
Safety Analysis (ISA) summary (and underlying ISA) are necessary to ensure continued
compliance with the Subpart H performance requirements. As discussed below, following the
initial ISA summary approvals, new information showed that dermal and ocular exposures are
likely to occur or result in an intermediate or high consequence event. Even if the staff's current
position, that fuel cycle facilities ISAs do not meet Subpart H requirements with respect to
consideration of dermal and ocular exposure pathways, is considered to be a change
constituting backfitting under 10 CFR 70.76, the backfitting would fall within the compliance
exception under 10 CFR 70.76(a)(4)(i). This provision excepts the NRC, with an appropriately
documented evaluation, from preparing a backfit analysis to support a backfitting action needed
for compliance with the NRC's Subpart H requirements. This document constitutes the
documented evaluation required by 70.76(a)(4) and Office Instruction NMSS-LIC-253 (ADAMS
ML13161A1 15).

DISCUSSION

A. 10 CFR 70.61, 70.62 and 70.65 are performance-based requirements

The compliance backfit is properly invoked with respect to dermal and ocular exposures,
because Subpart H contains performance-based requirements under which the
applicantllicensee must address all credible hazards, and there is no regulatory language
limiting consideration of chemical hazards to specific exposure pathways. Hence, all fuel cycle
facility applicants and licensees are under the obligation to address all relevant exposure
pathways.

Within 10 CFR part 70 Subpart H, 70.62(c) requires, in relevant part, that a licensee conduct
and maintain an ISA that identifies the chemical hazards of licensed material and hazardous
chemicals produced from licensed material. 10 CFR 70.61(b) requires that the risk of each
credible high-consequence event be limited, and such events include those arising from an
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acute chemical exposure as specified in 10 CFR 70.61(b)(4). Similarly, 10 CFR 70.61(c)
requires that the risk of each credible intermediate-consequence event be limited, and such
events include those arising from an acute chemical exposure as specified in 10 CFR
70.61(c)(4). For all credible event consequences as specified in 10 CFR 70.61(b)(4) and (c)(4),
the ISA summary must describe "the proposed quantitative standards used to assess the
consequences to an individual from acute chemical exposure to licensed material or chemicals
produced from licensed materials," in accordance with 10 CFR 70.65(b)(7).

The regulatory history of the rulemaking adding Subpart H to 10 CFR Part 70 shows that the
NRC always intended for 10 CFR Subpart H to be a performance-based regulation. In the
drafting of the proposed rule, staff considered various alternative approaches to develop the
rule. For example, in SECY-97-097 (ADAMS M L99292014 1)1, the staff considered NEI's
proposed approach which considered only air pathways criteria and hydrofluoric acid as the only
chemical hazard in the rule. However, staff rejected this approach and stated in SECY-97-137
(ADAMS ML003672841) that "all hazards should be identified and considered to determine
which hazards could result in accidents which exceed consequence limits' and "chemicals other
than hydrogen fluoride will need to be considered." Then, the staff presented a draft proposed
rule for Commission consideration 2 including a discussion of air pathway concentration limits
(i.e. AEGL and ERPG values) along with a more general discussion of effects (e.g,, exposure to
hazardous chemicals at concentrations that would cause death or life-threatening injuries). The
Commission did not support the proposed rule with regards to chemical safety3 and directed the
staff to consider clarifying the basis for use of chemical safety and chemical consequence
criteria in the rule, particularly within the context of the Memorandum of Understanding with the
U.S. Occupational Safety and Health Administration (OSHA) and other government agencies.

Accordingly, in 1999, the staff prepared a revised proposed rule4 including discussions on the
clarification of the basis for chemical safety and chemical consequence criteria. Changes to the
rule were made to clarify the interface in chemical regulatory authority between NRC and
OSHA, changes that were acceptable to NEI and OSHA. Shortly thereafter, the proposed rule
was published for public comment (64 FR 41336; July 30, 1999). The statement of
considerations (SOC) for the proposed rule stated that Subpart H would establish risk-informed
performance requirements (64 FR 41339), and that the ISA would be expected to identify and
analyze "all" hazards (64 FR 41346). The 1999 SOC also stated that the requirements for
chemical hazards and accident analysis, that NRC was then proposing to add, were intended to
"complement and be consistent with the parallel OSHA and EPA regulations" (64 FR 41340).

1 SECY-97-097 (May 2, 1997), "Additional Alternative for Regulating the Safety of Fuel Cycle Facilities:

Nuclear Energy Institute Petition for Rulemaking", ADAMS ML992920141
2 SECY-98-185 (July 30, 1998), "Proposed Rulemaking- Revised Requirements for the Domestic
Licensing of Special Nuclear Material". Appendices to the draft proposed rule presented AEGL and ERPG
values. ADAMS M L992910107
3 SRM-98-185, (December 1, 1998), "Proposed Rulemaking- Revised Requirements for the Domestic
Licensing of Special Nuclear Material". ADAMS ML003755355
4 SECY-99-147 (June 2, 1999), 'Proposed Rulemaking- Domestic Licensing of Special Nuclear Material".
ADAMS ML992850039
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This language supports the staff position that the NRC has interpreted Subpart H as requiring
consideration of a// relevant and credible exposure pathways, which is consistent with OSHA
regulations that also require consideration of all exposure pathways. In discussing proposed
standards used to assess consequences of hazards (64 FR 41 342-43), the 1999 SOC focused
on air pathway limits because at the time of the rulemaking, the air pathway standards were the
ones that were readily available for a broad suite of chemicals. National efforts were then
underway to improve the emergency response following major chemical release accidents, and
were therefore available for adoption in ISAs.

In sum, the NRC's interpretation of the requirements of Subpart H has not changed, and the
regulatory wording has not changed. The NRC adopted subpart H as a set of performance-
based requirements which are not limited to specific exposure pathways. Instead, the NRC's
regulatory approach embodied in subpart H requires the applicant/licensee to identify and justify
in the ISA summary the relevant and credible exposure pathways.

B. Compliance of ISA summaries with the performance requirements of 10 CFR 70.61

At the time of NRC approval of the original ISA summaries, the air pathway was: (i) the only
exposure pathway that was considered by industry and reviewed by NRC to have the potential
for offsite consequences, and (ii) the more dominant (but not exclusive) pathway for worker
exposure following an accident. Accordingly, during the 2005-2007 timeframe, ISA summaries
were approved without explicitly documenting a finding on dermal and/or ocular exposure.
Approval of the initial ISA summaries without consideration of dermal or ocular exposures was
consistent with the performance-based requirements of 10 CFR 70.61.

Shortly after the initial ISAs were approved, the NRC issued Information Notice (IN) 2007-22,
"Recent Hydrogen Fluoride Exposures at Fuel Cycle Facilities" (ADAMS ML071410230). The.
IN explained that hydrogen fluoride (HF) presents a hazard in different stages of the nuclear fuel
cycle. During conversion, HF is used in the production of uranium hexafluoride (UF6). During
fuel fabrication, UF6 is sublimed and hydrolyzed. The IN reported two exposure events that had
occurred in fuel cycle facilities regarding acute chemical exposures including dermal exposures
(ADAMS ML072620314 and ML070650158). The IN stated that licensees should consider all
routes of exposures that could lead to intermediate and high consequence. Since IN 2007-22,
there have been other events reported to the NRC in which fuel cycle facility workers
experienced dermal and ocular exposures to HF and other hazardous chemicals 5 . These
events demonstrate the continued potential for dermal or ocular exposures and therefore, the
need to consider them in the ISA. Hence, ISAs that do not consider dermal and ocular
exposure events at NRC-licensed fuel cycle facilities -- are no longer acceptable5 . Therefore,
the NRC position that dermal and ocular exposure pathways must be considered in ISAs when

SEvent Notification (EN) 46749 (ML111330552), EN46799 (ML11144A184) and EN49437
IML1 3316A254).

Licensees modified their ISA summaries to include consideration of dermal and ocular exposure for HF
and propose a quantitative standard for HF. These actions support the NRC's position that dermal and
ocular exposure pathways are credible, and therefore must be analyzed in accordance with 10 CFR
70.65.
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.4

analyzing acute chemical exposures, in order to meet the subpart H performance requirements,
represents compliance backfitting 7.

In sum, the original NRC approval of ISA summaries which do not explicitly address dermal and
ocular exposure pathways was based on the NRC understanding (shared by the industry) that
dermal and ocular exposures were not likely to result in an intermediate or high consequence.
Subsequent information showed that the NRC and licensee understanding in this regard was
incorrect. Thus, any backfitting with respect to dermal and ocular exposures is needed for
compliance with the NRC staff's unchanged interpretation of the requirements of Subpart H.

CONCLUSION

Existing fuel cycle facilities, regulated under Subpart H, must consider all relevant and credible
pathways when analyzing for acute chemical exposure in the ISAs, including dermal and ocular
exposure pathways. Existing NRC-approved ISA summaries, which do not consider such"
pathways, are not in compliance with the performance requirements of Subpart H. Licensees
whose ISA summaries do not explicitly address dermal and ocular exposure pathways must
modify their existing ISAs to include such consideration of dermal and ocular exposures, and
must describe in their ISA summaries the quantitative standards for such exposures, in
accordance with 10 CFR 70.65(b)(7). This position will also be applied to future fuel cycle
facility applications. This would not constitute backfitting, as future applicants are not protected
by 10 CFR 70.76 with respect to backfitting.

SNRC letters to NEI, dated November 10, 2008, June 12, 2009, and August 16, 2010 (ML082900889,
ML090920296, and ML093440038),


