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Dear Sirs: 

The following comments are submitted in response to the July 30, 1999, Federal Register 
notice (64FR41338) proposing to amend 10 CFR Part 70. Domestic Licensing of Special 
Nuclear Material.  

The new 10 CFR 70, and its precursor 10 CFR 76, are important steps in the evolution of 
nuclear materials licensing to prepare for the submittal of the next major fuel facility 
license application. The next application may be submitted by USEC for an enrichment 
facility. These amendments should develop an improved basis for regulation of future 10 
CFR 70 facilities by achieving better consistency of regulatory practice with the content 
of the regulations. Further, they should provide for a more predictable and stable 
licensing process to increase the likelihood of success for the next enrichment plant 
license application.  

USEC has been an active participant in activities aimed at improving regulation under 10 
CFR 70 since 1993. During this time many 10 CFR 70 proposals, comments and 
suggestions have been exchanged between NRC and the industry. The proposed rule 
represents the culmination of an arduous process to craft a regulation that will be 
acceptable by many competing interests. USEC would like to recognize NRC's 
perseverance and offer the attached constructive comments to assist with completion of 
this task. The explanation of the comments is followed with a copy of 10 CFR 70 revised 
to reflect the comments in redline/strikeout and as-revised formats.  
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USEC Comments on Proposed 10 CFR 70, "Domestic Licensing of Spezial Nuclear 
Material; possession of a Critical Mass of Special Nuclear Material", dated 7/30/99 

The following comments are in the order in which they appear in 10 CFR 70.  

1) Performance Requirements: The Federal Register Notice requests comments with 
respect to the clarity and effectiveness of the language used per the June 1, 1998 
Presidential Memorandum. We find the language in §70.61(b) and §70.61(c) could 
be substantially clearer and have offered a plain language version of this section in 
the attachment.  

2) Safety Program: The safety program is broader than the three elements identified in 
70.62(a)(1) as: 1) process safety information. 2) integrated safety analysis, and 3) 
management measures. Fuel cycle facility safety programs encompass the three 
elements identified plus all of the other topics addressed in the license application.  
This includes, for example. radiation safety, criticality safety', chemical safety and fire 
protection in addition to the three elements directly associated with the integrated 
safety analysis.  

This comment can be readily addressed by deleting the reference to the three 
elements in 70.62(a)(1) and clarifying the application requirements in 70.65(a) as 
provided in the attachment.  

3) Submittal of changes: §70.72(d)(1) requires submittal of affected pages of the 
integrated safety analysis summary within 90 days of making a change pursuant to 
§70.72. §70.72(d)(3) requires a brief summary of changes made that do not affect the 
integrated safety analysis summary every 12 months. This frequency is to allow NRC 
staff to review the changes being made to the facility in enough time to ensure that 
the licensee's evaluations of potential impacts to health and safety are accurate and to 
maintain facility and safety information on the docket current. The Statements of 
Consideration indicate that the Commission is particularly interested in comments 
concerning the 90 day time period for submitting updated ISA summary pages.  

10 CFR 50.59 allows changes to be made to production and utilization facilities 
without prior NRC approval under certain conditions. While different in content than 
§70.72, the general concept is the same. That is, changes to the facility may be made 
without prior NRC approval. Both §50.59 and §70.72 also require that NRC be 
notified of these changes.  

§50.59 requires that a brief description, including a summary safety evaluation, be 
submitted to NRC for each change either annually or with the update of the FSAR 
which may not exceed 24 months. This frequency has been adequate for many years 
for production and utilization facilities. The frequency for updating facility and 
safety information on the docket and informing the NRC staff of what changes have 
been made should be the same for fuel cycle facilities as for production and



utilization facilities. As there has been over 25 years experience with 10 CFR 50.59, 
the frequency established there should be sufficient.  

As noted in the Statements of Consideration, the content proposed for §70.72 is 
deliberately different than §50.59. The 70.72 proposal is expected to result in fewer 
license amendments than one patterned after §50.59. The amount and type of license 
amendments required by §70.72 is expected to be consistent with past practice at fuel 
cycle facilities. USEC believes that the content of §70.72 is appropriate for fuel cycle 
facilities and should be different than §50.59.  

However, the difference in content of §50.59 and §70.72 does not justify a difference 
in the frequency for submitting information regarding the changes to NRC, as 
suggested in the Statements of Consideration. For the past 30 years or so, fuel cycle 
licensees have been able to make many changes without any notification of NRC.  
The addition of §70.72 will give NRC additional information on changes at the 
facilities. This additional information can be acquired without more frequent 
submittals than those at production and utilization facilities.  

We would note one other difference between the submittal requirements of §70.72 
and §50.59. §50.59 requires a brief description and summary safety evaluation be 
submitted for each change. §70.72 requires a brief summary of changes that do not 
affect the ISA Summary and revised ISA Summary pages without explanation for 
changes affecting the ISA Summary. USEC believes that NRC will benefit from a 
description of changes made to the ISA Summary. Accordingly, §70.72 should 
require brief descriptions and summary safety evaluations of each change made 
pursuant to §70.72 and require that an updated ISA Summary be provided on a 
biennial basis. More current information will be maintained available for NRC 
inspection at the site as required by §70.72(f). The text of proposed 10 CFR 70 has 
been modified accordingly in the attachment.  

4) Facility changes and change process: §70.72 adds requirements for a configuration 
management system and for making changes. As written, the requirements apply to 
all site, structures, processes, systems. equipment, components, computer programs, 
and activities of personnel regardless of safety significance. Compliance with these 
requirements would appear to require configuration management and change control 
applied to everything on the site of the licensed facility. This could include the 
wastewater treatment facility, a laser facility, the administration building, 
maintenance of the shrubbery, etc. Every change would require an evaluation and a 
summary submitted to the NRC.  

Inclusion of items on the site that make no contribution to the NRC regulated safe 
operation of the facility would place an undue burden on the licensee. To remedy' 
this, we propose that the configuration and change process be limited to any.  
changes to the site, processes or items relied on for safety as described in the ISA 
Summary', without prior...". The text of proposed 10 CFR 70 has been modified 
accordingly in the attachment.



5) Operation: The Statements of Consideration Lt 64 FR 41346 indicates that applicants 
for licenses to operate new facilities or new processes at existing facilities would be 
expected to update their ISAs based on as-built conditions and submit the results to 
NRC before operation. The process for uranium enrichment facilities that must 
comply with §70.23a would differ from this description. Uranium enrichment 
facilities would submit a complete license application, including an ISA summary, for 
construction and operation. This application would be the basis for NRC review and 
culminate in issuance of a license for construction and operation. Following issuance 
of the license, the licensee would institute change control pursuant to §70.72. The 
licensee would then be required to submit summaries of changes and ISA summary 
updates as required by §70.72. An inspection would verify that the facility has been 
constructed in accordance with the license prior to operation as required by §70.32(k).  
No pre-operational submittal and review of an updated ISA summary is anticipated 
for uranium enrichment facilities as their configuration would be controlled since 
issuance of the construction and operation license. No changes to 10 CFR 70 are 
needed to resolve this comment.  

6) Backfit: The Statements of Consideration request specific comments on the 
Commission's intent to defer consideration of a qualitative backfit provision. It 
further solicits suggestions for backfit provisions specifically applicable to fuel cycle 
backfit needs: requests identification of information available to conduct the analysis 
associated with backfits: and asks what period of time is reasonable before a backfit 
provision should be implemented.  

USEC firmly believes that deferring consideration of a backfit provision would be 
evading an extremely important issue. The revisions to 10 CFR 70 will result in a 
dramatic change in the regulations applicable to fuel cycle facilities. Regardless of 
intentions to make the new regulations clear and explicit, there are many 
opportunities for interpretations of the new regulations. Differing interpretations of 
the language in the rule are predictable. A key difference in interpretations could 
result in the need to modify or add to plant systems, structures, components.  
procedures, or organization. It is certain that some key differences in understanding, 
interpretation or position will lead to justifiable differences of opinion between 
members of the staff and the licensee.  

USEC's view of backfitting aligns almost exactly with NRC's "Backfitting 
Guidelines" (NUREG-1409) dated July 1990. The following two paragraphs describe 
this view.  

Backfits are expected to occur as part of the regulatory process to ensure safety. It is 
important for sound and effective regulation, however, that backfitting be conducted 
by a controlled and defined process. The backfitting process is intended to provide 
for a formal. systematic. and disciplined review of new or changed positions before 
imposing them.



The backfit process enhances regulatory stability by ensuring that changes in 
regulatory staff positions are justified and suitably defined. For example, even if not 
needed to meet the standard for adequate protection or to ensure compliance, 
backfitting is proper if a substantial safety benefit is realized and the costs are 
justified by the safety benefit.  

The proposed 10 CFR 70 changes many things. It adds substantive new performance 
requirements. new design basis criteria, new reporting requirements. new safety 
analysis requirements, new requirements for management measures and a new change 
control process. All of these new provisions can add uncertainty to the regulation of 
fuel cycle facilities. It is vital that a formal, systematic. and disciplined review of 
new, changed or differing positions that could backfit existing facilities be applied to 
increase regulatory certainty. The backfit provision provides for this systematic 
review.  

10 CFR 76, Certification of Gaseous Diffusion Plants contains a backfit provision 
(§76.76). §76.76 is very similar to 10 CFR 50.109 and should serve as a model for a 
provision to be included in 10 CFR 70. Many of the same arguments that have been 
raised in opposition to the inclusion of a backfit provision in 10 CFR 70 were raised 
in opposition to §76.76.  

Former Commissioner Remick, comme"1;ng on SECY 93-285. addressed similar 
concerns registered by the staff regarding the incorporation of a backfit provision in 
10 CFR 76. He wrote: 

"I believe that the proposed regulations should contain a ba-kfit provision which 

is as much like §50.109 as possible. I would think, for instance, that all of 
§50.109(a)(2)-(7) and (c) could apply in the new context. We should make use of 
the experience embodied in the backfit rule. Doing so will add some consistency 
to our regulatory practices. The only flexibility it will deprive us of is the 
flexibility to impose ill-considered backfits." 

No change to the backfit language in 10 CFR 50.109 is needed to allow for qualitative 
analysis. There has been considerable discussion of a qualitative versus a quantitative 
backfit provision. NEI proposed and USEC endorses the use of the tried and true 
backfit language used successfully in 10 CFR 50.109. This is neither a quantitative 
nor a qualitative backfit provision. The standard incorporated in the rule is that 
backfitting will be required if there is a "substantial increase in the overall protection 
of the public health and safety or the common defense and security to be derived from 
the backfit and that the direct and indirect costs of implementation for that facility are 
justified in view of this increased protection." NRC's own guidance in NUREG/BR
0058, Rev 2, "Regulatory Analysis Guidance of the U.S. Nuclear Regulatory 
Commission" states the Commission's preference that quantitative analyses are much 
preferred over qualitative ones.



The staff contends that a quantitative determination of incremental risk would require 
a Probabilistic Risk Assessment. This is clearly not the case. While the existence of 
Probabilistic Risk Assessments may aid the staff in quantifying the increase in the 
overall protection of the public, it is by no means essential that Probabilistic Risk 
Assessments exist as a basis for backfit analyses.  

The Commission revised the reactor backfit rule (10 CFR 50.109) in 1985 "to 
establish standards and an agency discipline for future management of backfitting for 
power reactors." This was well before Probabilistic Risk Assessments were available 
for many reactors. Indeed, it wasn't until late 1991, as required by Generic Letter 88
20, "Individual Plant Examination for Severe Accident Vulnerabilities - 10 CFR 
§50.54(f)," that risk analysis information became widely available for reactors. This 
was years after the revision of 10 CFR 50.109.  

NRC guidance recognizes the need for flexibility in quantification and offers 
substantial information available for fuel cycle risk quantification. "Backfitting 
Guidelines" (NUREG-1409) gives examples of situations in which the backfit rule 
does not require a strict quantitative showing that benefits exceed costs, but rather 
"that there is a substantial increase in the overall protection of the public health and 
safety or the common defense and security to be derived.  

"Regulatory Analysis Guidelines of the U.S. Nuclear Regulatory Commission" 
(NUREG/BR-0058, Rev.2) anticipates the need for flexibility in quantification. It 
states: 

"Estimated values and impacts should be expressed in monetary terms whenever 
possible; many regulatory actions, such as those affecting... materials licensees, 
may not be supported by available PRA analysis.. .the staff needs to make every 
reasonable effort to apply alternative tools that can provide a quantitative 
perspective.. concerning the value of the proposed action' 
[Where PRAs or other statistics-based analyses are not available] the generally 
recommended approach is to utilize whatever data may be available within a 
simplified model to provide some quantitative perspective; 
[Where quantification is not possible] reliance on the qualitative approach should 
be a last resort, to be used only after efforts to develop pertinent data or factual 
information have proved unsuccessful; 

"The Regulatory Analysis Technical Evaluation Handbook" (NUREG/BR-0 184) 
provides guidance to the analyst on how to prepare regulatory analysis and 
implements the policy in NUREG/BR-0058. Appendix C ofNUREG/BR-0184 
provides information for performing regulatory analysis for non-reactor facilities.  
Appendix C discusses the need for quantification as follows: 

"...the analyst should strive to use quantitative attributes when performing a 
regulatory analysis for non-reactor licensees. The Commission has determined, 
for example, that PRA should be used for analyses involving materials licensees 
when the potential safety consequences warrant its use, sufficient data are



available, and the licensees can reasonably b e expected to be capable of 
performing such analyses (NRC 19 96c). However, it should be recognized that 
there are many benefits of improved regulation of non-reactor facilities that do not 
lend themselves to quantification. For example, increased confidence in the 
margin of safety may be a non-quantifiable benefit of a particular proposed 
regulatory requirement. As noted in Section 4.5. non-quantifiable benefits and 
costs can be significant elements of a regulatory analysis and need to be 
considered by the analyst and decision maker as appropriate." 

NUREG/BR-0 184. Appendix C contains estimated accident frequencies and other 
information and references to assist the analyst in quantifying regulatory analyses for 
fuel cycle facilities.  

PRA was not a prerequisite to §50.109, nor to 10 CFR 76.76, nor is it required to 
prepare a quantitative determination of incremental risk for fuel cycle facilities. NRC 
guidance recognizes the need for qualitative as well as quantitative arguments. Just 
as a regulatory) analysis was prepared for proposed 10 CFR 70, responsible regulatory 
analyses can be performed on potential backfits of fuel cycle facilities.  

This new regulation will be applied to facilities that have been operating for over 30 
years. Changes will likely be required at the facilities. most of which will be 
voluntarily undertaken by the licensee. There will also likely be differences between 
the licensee and some members of the NRC staff regarding what. and the extent of.  
changes that should be made. Adoption of a backfit provision allows these 
differences to be examined on a cost/benefit basis through a disciplined process.  

The Statements of Consideration state "Without a baseline determination of risk, as 
provided by the initial ISA process, it is not clear how a determination of incremental 
risk, as needed for a backfit analysis, would be accomplished." USEC does not 
believe that a comprehensive risk baseline is necessary before reasoned judgements 
can be made on the benefits and risks of a proposed backfit. USEC agrees with the 
staff that conducting an ISA is beneficial and will enhance our mutual ability to 
understand the integrated risk of operation of these facilities. However, fuel cycle 
facilites, like our gaseous diffusion plants, have operated for many years. The risks 
associated with the facilities are largely known from years of operational experience 
and from numerous analyses that have been performed. NUREG/BR-01 84 Appendix 
C provides a comprehensive summary of the information that is available. There is 
plenty of basis on which to evaluate the relevant benefits and costs of potential 
backfits and this will be added to with the performance of ISAs.  

Fuel cycle backfit needs are not dissimilar to production and utilization backfit needs.  
§50.109 was the product of a concerted effort by the industry to stem the flow of new 
staff requirements and positions that started shortly after the Three Mile Island 
incident in March 1979. This incident prompted the issuance of numerous bulletins, 
orders and other NRC direction that resulted in modifications or additions to plant 
systems. structures, components, procedures and organization. The Commission saw



the need to formalize and achieve a disciplined process for review of new or changed 
NRC staff positions before imposing them. ', he Sequoyah Fuels incident in 1986 and 
the General Electric incident in 1991 were the Three Mile Islands of the fuel cycle 
industry. It is appropriate and needed to enhance regulatory certainty in the fuel cycle 
industry by ensuring that changes in regulatory staff positions are justified and 
suitably defined by inclusion of an immediately effective backfit provision in 10 CFR 
70.



PART 70--DOMESTIC LICENSING OF SPECIAL NUCLEAR MATERIAL

1. The authority citation for part 70 continues to read as follows: 

Authority: Secs. 51, 53, 161, 182, 183, 68 Stat. 929, 930, 948, 953, 954, as amended, 
sec. 234, 83 Stat. 444, as amended (42 U.S.C. 2071, 2073, 2201, 2232, 2233, 2282, 2297f); 
secs. 201, as amended, 202, 204, 206, 88 Stat. 1242, as amended, 1244, 1245, 1246 (42 
U.S.C. 5841, 5842, 5845, 5846). Sec. 193, 104 Stat. 2835, as amended by Pub. L. 104-134, 
110 Stat. 1321, 1321-349 (42 U.S.C. 2243).  

Sections 70.1(c) and 70.20a(b) also issued under secs. 135, 141, Pub. L. 97-425,96 
Stat. 2232, 2241 (42 U.S.C. 10155, 10161). Section 70.7 also issued under Pub. L. 95-601, 
sec. 10, 92 Stat. 2951 (42 U.S.C. 5851). Section 70.21(g) also issued under sec. 122, 68 Stat.  
939 (42 U.S.C. 2152). Section 70.31 also issued under sec. 57d, Pub. L. 93-377, 88 Stat. 475 
(42 U.S.C. 2077). Sections 70.36 and 70.44 also issued under sec. 184, 68 Stat. 954, as 
amended (42 U.S.C. 2234). Section 70.61 also issued under secs. 186, 187, 68 Stat. 955 (42 
U.S.C. 2236, 2237). Section 70.62 also issued under sec. 108, 68 Stat. 939, as amended (42 
U.S.C. 2138).  

2. The undesignated center heading "GENERAL PROVISIONS" is redesignated as 
"Subpart A--General Provisions." 

3. In Sec. 70.4, the definitions of Acute, Available and reliable to perform their function 
when needed, Configuration management, Critical mass of special nuclear material, Double 
contingency, Hazardous chemicals produced from licensed material, Integrated safety analysis 
(ISA), Integrated safety analysis summary, Items relied on for safety, Management measures, 
Unacceptable performance deficiencies, and Worker are added, in alphabetical order, as 
follows: 

Sec. 70.4 Definitions.  

Acute as used in this part means a single radiation dose or chemical exposure event or 
multiple radiation dose or chemical exposure events occurring within a short time (24 hours or 
less).  

Available and reliable to perform their function when needed as used in subpart H of this 
part means that, based upon the analyzed, credible conditions in the integrated safety analysis, 
items relied on for safety will perform their intended safety function when needed and 
management measures will be implemented that ensure continuous compliance with the 
performance requirements of Sec. 70.61 of this part, considering factors such as necessary 
maintenance, operating limits, common cause failures, and the likelihood and consequences of 
failure or degradation of the items and measures.  

Configuration management (CM) means ensuring, as part of the safety program, 
oversight and control of design information, safety information, and modifications (both 
temporary and permanent) that might impact the ability of items relied on for safety to perform 
their function when needed.



Critical mass of special nuclear material (SNM) means special nuclear material in a 
quantity exceeding 700 grams of contained uranium-235; 520 grams of uranium-233; 450 
grams of plutonium; 1500 grams of contained uranium-235, if no uranium enriched to more than 
4 percent by weight of uranium-235 is present; 450 grams of any combination thereof; or 
one-half such quantities if massive moderators or reflectors made of graphite, heavy water, or 
beryllium may be present.  

Double contingency means a process design that incorporates sufficient factors of 
safety to require at least two unlikely, independent, and concurrent changes in process 
conditions before a criticality accident is possible.  

Hazardous chemicals produced from licensed materials means substances having 
licensed material as precursor compound(s) or substances that physically or chemically interact 
with licensed materials; that are toxic, explosive, flammable, corrosive, or reactive to the extent 
that they can endanger life or health if not adequately controlled. These include substances 
commingled with licensed material, and include substances such as hydrogen fluoride that is 
produced by the reaction of uranium hexafluoride and water, but do not include substances 
prior to process addition to licensed material or after process separation from licensed material.  

Integrated safety analysis (ISA) means a systematic analysis to identify plant and 
external hazards and their potential for initiating accident sequences, the potential accident 
sequences, their likelihood and consequences, and the items relied on for safety. As used here, 
integrated means joint consideration of, and protection from, all relevant hazards, including 
radiological, nuclear criticality, fire, and chemical. However, with respect to compliance with the 
regulations of this part, the NRC requirement is limited to consideration of the effects of all 
relevant hazards on radiological safety, prevention of nuclear criticality accidents, or chemical 
hazards directly associated with NRC licensed radioactive material.  

Integrated safety analysis summary means the document submitted with the license 
application, license amendment application, or license renewal applicaton that provides a 
synopsis of the results of the integrated safety analysis and contains the information specified in 
Sec. 70.65(b).  

Items relied on for safety means structures, systems, equipment, components, and 
activities of personnel that are relied on to prevent potential accidents at a facility that could 
exceed the performance requirements in Sec. 70.61 or to mitigate their potential consequences.  
This does not limit the licensee from identifying additional structures, systems, equipment, 
components, or activities of personnel (i.e., beyond those in the minimum set necessary for 
compliance with the performance requirements) as items relied on for safety.  

Management measures mean the functions performed by the licensee, generally on a 
continuing basis, that are applied to items relied upon for safety, to ensure the items are 
available and reliable to perform their functions when needed. Management measures include 
configuration management, maintenance, training and qualifications, procedures, audits and 
assessments, incident investigations, records management, and other quality assurance 
elements.  

Unacceptable performance deficiencies mean deficiencies in the items relied on for 
safety or the management measures that need to be corrected to ensure an adequate level of 
protection as defined in 10 CFR 70.61(b), (c), or (d).



Worker means an individual whose assigned duties in the course of employment involve 
exposure to radiation and/or radioactive materiai from licensed and unlicensed sources of 
radiation (i.e., an individual who is subject to an occupational dose as in 20 CFR 20.1003).  

4. In Sec. 70.8 paragraph (b) is revised to read as follows.  

Sec. 70.8 Information collection requirements: OMB approval.  

(b) The approved information collection requirements contained in this part appear in 
Secs. 70.9, 70.17, 70.19, 70.20a, 70.20b, 70.21, 70.22, 70.24, 70.25, 70.32, 70.33, 70.34, 
70.38, 70.39, 70.42, 70.50, 70.51, 70.52, 70.53, 70.57, 70.58, 70.59, 70.61, 70.62, 70.64, 
70.65, 70.72, 70.73, 70.74 and Appendix A.  

5. The undesignated center heading "EXEMPTIONS" is redesignated as "Subpart 
B--Exemptions." 

Secs. 70.13a and 70.14 [Redesignated] 

6. Sections 70.13a and 70.14 are redesignated as Secs. 70.14 and 70.17, respectively.  
7. The undesignated center heading "GENERAL LICENSES" is redesignated as 

" Subpart C--General Licenses." 
8. The undesignated center heading "'LICENSE APPLICATIONS" is redesignated as 

"Subpart D--License Applications." 
9. The undesignated center heading "LICENSES" is redesignated as "Subpart 

E--Licenses." 
iJ. The undesignated center heading "ACQUISITION, USE AND TRANSFER OF 

SPECIAL NUCLEAR MATERIAL, CREDITORS' RIGHTS," is redesignated as "Subpart 
F--Acquisition, Use, and Transfer of Special Nuclear Material, Creditors' Rights." 

11. The undesignated center heading "SPECIAL NUCLEAR MATERIAL CONTROL 
RECORDS, REPORTS AND INSPECTIONS" is redesignated as "Subpart G--Special Nuclear 
Material Control Records, Reports, and Inspections." 

12. In Sec. 70.50 paragraph (c) is revised and paragraph (d) is added to read as follows.  

Sec. 70.50 Reporting requirements.  

(c) Preparation and submission of reports. Reports made by licensees in response to 
the requirements of this section must be made as follows: 

(1) Licensees shall make reports required by paragraphs (a) and (b) of this section, and 
by Sec. 70.74 and appendix A of this part if applicable, by telephone to the NRC Operations 
Center.&lt;SUP&gt;3&lt;/SUP&gt; To the extent that the information is available at the time of 
notification, the information provided in these reports must include: 

\3\ The commercial telephone number for the NRC Operations Center is (301) 
816-5100.



(i) Caller's name, position title and call back telephone number; 
(ii) Date, time, and exact location of the event; 
(iii) Description of the event, including; 
(A) Radiological or chemical hazards involved including isotopes, quantities, and 

chemical and physical form of any material released; 
(B) Actual or potential health and safety consequences to the workers, the public, and 

the environment, including relevant chemical and radiation data for actual personnel exposures 
to radiation or radioactive materials or chemicals (e.g., level of radiation exposure, 
concentration of chemicals, and duration of exposure); 

(C) The sequence of occurrences leading to the event, including degradation or failure 
of structures, systems, equipment, components, and activities of personnel relied on to prevent 
potential accidents or mitigate their consequences; and 

(D) Whether the remaining structures, systems, equipment, components, and activities 
of personnel relied on to prevent potential accidents or mitigate their consequences are 
available and reliable to perform their function.  

(iv) External conditions affecting the event; 
(v) Additional actions taken by the licensee in response to the event; 
(vi) Status of the event (e.g., whether the event is on-going or was terminated); 
(vii) Current and planned site status, including any declared emergency class; 

(viii) Notifications related to the event that were made or are planned to any local, State, 
or other Federal agencies; 

(ix) Status of any press releases related to the event that were made or are planned.  
(2) Written report. Each licensee who makes a report required by paragraph (a) or (b) of 

this section, or by Sec. 70.74 and appendix A of this part if applicable, shall submit a written 
follow-up report within 30 days of the initial report. Written reports prepared pu,-suant to other 
regulations may be submitted to fulfill this requirement if the report contains all of the necessary 
information and the appropriate distribution is made. These written reports must be sent to the 
U.S. Nuclear Regulatory Commission, Document Control Desk, Washington, DC 20555, with a 
copy to the appropriate NRC regional office listed in appendix D of 10 CFR part 20. The reports 
must include the following: 

(i) Complete applicable information required by Sec. 70.50(c)(1); 
(ii) The probable cause of the event, including all factors that contributed to the event 

and the manufacturer and model number (if applicable) of any equipment that failed or 
malfunctioned; 

(iii) Corrective actions taken or planned to prevent occurrence of similar or identical 
events in the future and the results of any evaluations or assessments; and 

(iv) For licensees subject to subpart H of this part, whether the event was identified and 
evaluated in the Integrated Safety Analysis.  

(d) The provisions of Sec. 70.50 do not apply to licensees subject to Sec. 50.72. They 
do apply to those part 50 licensees possessing material licensed under part 70 who are not 
subject to the notification requirements in Sec. 50.72.  

13. The undesignated center heading "MODIFICATION AND REVOCATION OF 
LICENSES" is redesignated as "Subpart I--Modification and Revocation of Licenses."

Secs. 70.61 and 70.62 [Redesignated]



14. Sections 70.61 and 70.62 are redesignated as Secs. 70.81 and 70.82, respectively.  
15. The undesignated center heading "ENFORCEMENT" is redesignated as "Subpart 

J--Enforcement." 

Secs. 70.71 and 70.72 [Redesignated] 

16. Sections 70.71 and 70.72 are redesignated as Secs. 70.91 and 70.92, respectively.  
17. In part 70, a new subpart H (Secs. 70.60-70.74) is added to read as follows: 

Subpart H--Additional Requirements for Certain Licensees Authorized to Possess a Critical 
Mass of Special Nuclear Material 

Sec.  
70.60 Applicability.  
70.61 Performance requirements.  
70.62 Safety program and integrated safety analysis.  
70.64 Requirements for new facilities or new processes at existing facilities.  
70.65 Additional content of applications.  
70.66 Additional requirements for approval of license application.  
70.72 Facility changes and change process.  
70.73 Renewal of licenses.  
70.74 Additional reporting requirements.  

Sec. 70.60 Applicability.  

The regulations in Sec. 70.61 through Sec. 70.74 apply, in addition tu other applicable 
Commission regulations, to each applicant or licensee that is or plans to be: authorized to 
possess greater than a critical mass of special nuclear material, and engaged in enriched 
uranium processing, fabrication of uranium fuel or fuel assemblies, uranium enrichment, 
enriched uranium hexafluoride conversion, plutonium processing, fabrication of mixed-oxide fuel 
or fuel assemblies, scrap recovery of special nuclear material, or any other activity that the 
Commission determines could significantly affect public health and safety. The regulations in 
Sec. 70.61 through Sec. 70.74 do not apply to decommissioning activities performed pursuant 
to other applicable Commission regulations including Sec. 70.25 and Sec. 70.38 of this Part.  
Also, the regulations in Sec. 70.61 through Sec. 70.74 do not apply to activities that are certified 
by the Commission pursuant to Part 76 of this chapter or licensed by the Commission pursuant 
to other parts of this chapter.  

Sec. 70.61 Performance requirements.  

(a) Each applicant or licensee shall evaluate, in the integrated safety analysis performed 
in accordance with Sec. 70.62, its compliance with the performance requirements in paragraphs 
(b), (c), and (d) of this section.  

(b) The ri"k of ^^eh .rdible high . .ns.quenee event must be limited, unless the event 
is highly unlikely, thrOUgh the application of engineerod eentrOIS, admninistrative controls, or 
"b"th, that r"du-e the likelihood of ..eurrenco of the event Or its conscquencccach credible



accident sequence whose unmitigated consequences could exceed those below must be 
reduced to be highly unlikely through the application of engineered controls, administrative 
controls, or both. Appli"ati^n of additional eontr'lS is net required fer these high c .nsequene.  
e..nt. demo..n.tr"`ted to be highly unlikely. (Comment 1) 

(1) An acute worker dose of 1 Sv (100 rem) or greater total effective dose equivalent; 
(2) An acute dose of 0.25 Sv (25 rem) or greater total effective dose equivalent to any 

individual located outside the controlled area identified pursuant to paragraph (f) of this section; 
(3) An intake of 30 mg or greater of uranium in soluble form by any individual located 

outside the controlled area identified pursuant to paragraph (f) of this section; or 
(4) An acute chemical exposure to an individual from licensed material or hazardous 

chemicals produced from licensed material that: 
(i) Could endanger the life of a worker, or 
(ii) Could lead to irreversible or other serious, long-lasting health effects to any individual 

located outside the controlled area identified pursuant to paragraph (f) of this section.  
High eonsequene ents Wre those internally Or extefrnally initiated events that resultin 

(2) An acute dose of 0.25 Gv (25 rorng) Or groater total ciffotive dose equivalent to an!' 
individual located outsidc the controlled reae identified pursuant to paragraph (ý of this scot_*ionR 

(3) An intake of 30 mng Or greater of uralnium in soluble formn by any individual located 
outside the contrO~lld area identified pursuant to paragralph (9 of this section; OF 

(4) An s^ti4. chemical xptse' ur tolf an applicant possesses or plans to possess 

quantities of material capable of such chemical exposures, then the applicant shall propose 
appropriate quantitative standards for these health effects, as part of the information submitted 
pursuant to Sec. If an applicant possesses Or planS to posess quantities of m..ate.ial capable a 
such chemicol eXPOSUres, then the applicant shall propoe aoprihate quantitative standards 

for these health cifects, as70.65 of this part of the information submitted pur.suat to Sec.  
"",70.65 of this' prt(c) The likelihood of each credible accident sequence whose 

unmitigated consequences could exceed those below must be reduced to unlikely through the 
application of engineered controls, administrative controls, or both.  

(e)T4he-r-ie(Comment 1) 
(1) An acute worker dose of 0.25 Sv (25 rem) or greater total effective dose equivalent; 
(2) An acute dose of each crodibl^ intermediat. c4 neu.n.. ... evnt m.ust be lim.ited-, 

unless the event is unlikely, througho.05 Sv (5 rem) or greater total effective dose equivalent to 
any individual located outside the application of en.gineer.d contro'l, administra08tive conto'ls, Or 
"both, that r`du.. the likelihoo`d of 4€Ur...ne. of the eventcontrolled area identified pursuant to 
paragraph (f) of this section; (3) A 24-hour averaged release of radioactive material outside the 
restricted area in concentrations exceeding 5000 times the values in table 2 of appendix B to 10 
CFR part 20; or 
its e .nsequen. . (4) An acute chemical exposure to an individual from licensed material or 
hazardous chemicals produced from licensed material that: 

(i) Could lead to irreversible or other serious, long-lasting health effects to a worker, or 
(ii) Could cause mild transient health effects to any individual located outside the 

controlled area as specified in paragraph (f) of this section. Application of additional co-ntrols i9 
not required for these intermediate consequence events denmonstrated to be unlikely-.  
Intermiediate consequence events are those internally or exteffnally initiated events, that arc not, 
high consequenco events, that result in: 

(2) An aeute dose of 0.05 SV (5 rem) or greater total iffoctive dose equivalent to any 
individual located outside the controlled area identified pursuan~t to paragraph (9 of this section;



(4) An a oute ahemical exposUre ts an indiVitdua from licensed material Or hazardou 
chemicals produeed from licensed material that: 

(i) Could lead to irroversible or other serious, lOng lasting health effects to a WOrk~er, or 
(ii) Could cause mild transient health iffocts to any individual lecated eutsidc the 

contrOlled area as speeified on paralgraph (9 of this section. If an applicant possesses or plans 
to possess quantities of material capable of such chemical exposures, then the applicant shall 
propose appropriate quantitative standards for these health effects, as part of the information 
submitted pursuant to Sec. 70.65 of this part.  

(d) In addition to complying with paragraphs (b) and (c) of this section, the risk of 
nuclear criticality accidents must be limited by assuring that under normal and credible 
abnormal conditions, all nuclear processes are subcritical, including use of an approved margin 
of subcriticality for safety. Preventive controls and measures must be the primary means of 
protection against nuclear criticality accidents.  

(e) Each engineered or administrative control or control system necessary to comply 
with paragraphs (b), (c), or (d) of this section shall be designated as an item relied on for safety.  
The safety program, established and maintained pursuant to Sec. 70.62 of this part, shall 
ensure that each item relied on for safety will be available and reliable to perform its intended 
function when needed and in the context of the performance requirements of this section.  

(f) Each licensee must establish a controlled area, as defined in Sec. 20.1003, in which 
the licensee retains the authority to determine all activities, including exclusion or removal of 
personnel and property from the area. For the purpose of complying with the performance 
requirements of this section, individuals who are not workers, as defined in Sec. 70.4, may be 
permitted to perform ongoing activities (e.g., at a facility not related to the licensed activities) in 
the controlled area, if the licensee: 

(1) Demonstrates and documents, in the integrated safety analysis, that the risk for 
those individuals at the location of their activities does not exceed the performance 
requirements of paragraphs (b)(2), (b)(3), (b)(4)(ii), (c)(2), and (c)(4)(ii) of this section; or 

(2) Provides: training in accordance with 10 CFR 19.12(a)(1)-(5) to these individuals to 
ensure that they are aware of the risks associated with accidents involving the licensed 
activities as determined by the integrated safety analysis, and conspicuously posts and 
maintains notices stating where the information in 10 CFR 19.11 (a) may be examined by these 
individuals. Under these conditions, the performance requirements for workers specified in 
paragraphs (b) and (c) of this section may be applied to these individuals.  

Sec. 70.62 Safety program and integrated safety analysis.  

(a) Safety program. (1) Each licensee shall establish and maintain a safety program that 
demonstrates compliance with the performance requirements of Sec. 70.61. The safety 
program may be graded such that management measures applied are commensurate with the 
reduction of the risk attributable to that item. The thrc . l.. ents of the safety programf^; nam.. ly., 
proess safoty infrmaio,,,negratdsafety analysis, (Comment 2) 

(2) Each licensee shall establish and management m .asres, are described .maintain 
records that demonstrate compliance with the requirements of paragraphs (b) through (d) of 
this section.
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(2), Each -i".n.e. she", etablish and maia•. 8iM re..r.s that dem.nstrat. . mplien.. wth 
"the . .quiremcr... If .ragraph. . (b) through (d. ) of this ^ e^ tin ^ (3) Each licensee shall establish 
and maintain a log, available for NRC inspection, documenting each discovery that an item 
relied on for safety or management measure has failed to perform its function either in the 
context of the performance requirements of Sec. 70.61 or upon demand. This log must identify 
the item relied on for safety or management measure that has failed and the safety function 
affected, the date of discovery, date (or estimated date) of the failure, duration (or estimated 
duration) of the time that the item was unable to perform its function, any other affected items 
relied on for safety or management measures and their safety function, affected processes, 
cause of the failure, whether the failure was in the context of the performance requirements or 
upon demand or both, and any corrective or compensatory action that was taken. The log must 
be initiated at the time of discovery and updated promptly upon the conclusion of each 
investigation of a failure of an item relied on for safety or management measure.  

(b) Process safety information. Each licensee or applicant shall maintain process safety 
information to enable the performance of an integrated safety analysis. This process safety 
information must include information pertaining to the hazards of the materials used or 
produced in the process, information pertaining to the technology of the process, and 
information pertaining to the equipment in the process.  

(c) Integrated safety analysis. (1) Each licensee or applicant shall conduct an integrated 
safety analysis, that is of appropriate detail for the complexity of the process, that identifies: 

(i) Radiological hazards related to possessing or processing licensed material at its 
facility; 

(ii) Chemical hazards of licensed material and hazardous chemicals produced from 
licensed material; 

(iii) Facility hazards which could affect the safety of licensed materials and thus present 
an increased radiological risk; 

(iv) Potential accident sequences caused by process deviations or other events internal 
to the plant and credible external events, including natural phenomena; 

(v) The consequence and the likelihood of occurrence of each potential accident 
sequence identified pursuant to paragraph (c)(1)(iv) of this section, and the methods used to 
determine the consequences and likelihoods; and 

(vi) Each item relied on for safety identified pursuant to Sec. 70.61(e) of this part, the 
characteristics of its preventive, mitigative, or other safety function, and the assumptions and 
conditions under which the item is relied upon to support compliance with the performance 
requirements of Sec. 70.61.  

(2) Integrated safety analysis team qualifications. In order to assure the adequacy of the 
integrated safety analysis, the analysis must be performed by a team with expertise in 
engineering and process operations. The team shall include at least one person who has 
experience and knowledge specific to each process being evaluated, and persons who have 
experience in nuclear criticality safety, radiation safety, fire safety, and chemical process safety.  
One member of the team must be knowledgeable in the specific integrated safety analysis 
methodology being used.  

(3) Requirements for existing licensees. Notwithstanding other provisions regarding the 
effective date for part 70, subpart H, requirements, licensees shall comply with the provisions in 
paragraphs (c)(3)(i), (ii), and (iii) of this section beginning on [the date of publication of the final 
rule]. Individuals holding an NRC license on [the date of publication of the final rule] shall, with 
regard to existing licensed activities:
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(i) Within 6 months of the effective date of the rule, submit for NRC approval, a plan that 
describes the integrated safety analysis approach that will be used, the processes that will be 
analyzed, and the schedule for completing the analysis of each process.  

(ii) Within 4 years of the effective date of the rule, complete an integrated safety 
analysis, correct all unacceptable performance deficiencies, and submit an integrated safety 
analysis summary in accordance with Sec. 70.65 or the approved plan submitted under 
paragraph (c)(3)(i) of this section.  

(iii) Pending the correction of unacceptable performance deficiencies identified during 
the conduct of the integrated safety analysis, the licensee shall implement appropriate 
compensatory measures to ensure adequate protection.  

(d) Management measures. Each applicant or licensee shall establish management 
measures to provide continuing assurance of compliance with the performance requirements of 
Sec. 70.61. The measures applied to a particular engineered or administrative control or control 
system may be commensurate with the reduction of the risk attributable to that control or 
control system. The management measures shall ensure that engineered and administrative 
controls and control systems that are identified as items relied on for safety pursuant to Sec.  
70.61(e) of this part are designed, implemented, and maintained, as necessary, to ensure they 
are available and reliable to perform their function when needed, in the context of compliance 
with the performance requirements of Sec. 70.61 of this part.  

Sec. 70.64 Requirements for new facilities or new processes at existing facilities.  

(a) Baseline design criteria. Each prospective applicant or licensee shall address the 
following baseline design criteria in the design of new facilities. Each existing licensee shall 
address the following baseline design criteria in the design of new processes at existing 
facilities that require a license amendment under Sec. 70.72. The baseline design criteria must 
be applied to the design of new facilities and new processes, but do not require retrofits to 
existing facilities or existing processes (e.g., those housing or adjacent to the new process); 
however, all facilities and processes must comply with the performance requirements in Sec.  
70.61. Licensees shall maintain the application of these criteria unless the evaluation performed 
pursuant to paragraph (c) of this section demonstrates that a given item is not relied on for 
safety or does not require adherence to the specified criteria.  

(1) Quality standards and records. The design must be developed and implemented in 
accordance with management measures, to provide adequate assurance that items relied on 
for safety will be available and reliable to perform their function when needed. Appropriate 
records of these items must be maintained by or under the control of the licensee throughout 
the life of the facility.  

(2) Natural phenomena hazards. The design must provide for adequate protection 
against natural phenomena with consideration of the most severe documented historical events 
for the site.  

(3) Fire protection. The design must provide for adequate protection against fires and 
explosions.  

(4) Environmental and dynamic effects. The design must provide for adequate 
protection from environmental conditions and dynamic effects associated with normal 
operations, maintenance, testing, and postulated accidents that could lead to loss of safety 
functions.
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(5) Chemical protection. The design must provide for adequate protection against 
chemical risks produced from licensed material, plant conditions which affect the safety of 
licensed material, and hazardous chemicals produced from licensed material.  

(6) Emergency capability. The design must provide for emergency capability to maintain 
control of: 

(i) Licensed material; 
(ii) Evacuation of personnel; and 
(iii) Onsite emergency facilities and services that facilitate the use of available offsite 

services.  
(7) Utility services. The design must provide for continued operation of essential utility 

services.  
(8) Inspection, testing, and maintenance. The design of items relied on for safety must 

provide for adequate inspection, testing, and maintenance, to ensure their availability and 
reliability to perform their function when needed.  

(9) Criticality control. The design must provide for criticality control including adherence 
to the double contingency principle.  

(10) Instrumentation and controls. The design must provide for inclusion of 
instrumentation and control systems to monitor and control the behavior of items relied on for 
safety.  

(b) Facility and system design and plant layout must be based on defense-in-depth 
practices. &lt;SUP&gt;4&lt;/SUP&gt; The design process must incorporate, to the extent 
practicable: 

\4\ As used in Sec. 70.64, defense-in-depth practices means a design philosophy, 
applied from the outset and through completion of the design, that is based on providing 
successive levels of protection such that health and safety will not be wholly dependent upon 
any single element of the design, construction, maintenance, or operaLlon of the facility. The net 
effect of incorporating defense-in-depth practices is a conservatively designed facility and 
system that will exhibit greater tolerance to failures and external challenges. The risk insights 
obtained through performance of the integrated safety analysis can be then used to supplement 
the final design by focusing attention on the prevention and mitigation of the higher-risk 
potential accidents.  

(1) Preference for the selection of engineered controls over administrative controls to 
increase overall system reliability; and 

(2) Features that enhance safety by reducing challenges to items relied on for safety.  

Sec. 70.65 Additional content of applications.  

(a) In addition to the contents required by Sec. 70.22, each application must include a 
description of the appli.ant's safety przgrammanagement measures established under Sec.  
70.62, in.lding the integr^td 9,fety analysis 9ummnry70.62(d) and a do.. riptiOn of the 
management meaSurcsan integrated safety analysis summary.  

(Comment 2)
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(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 Sec. 70.72. The integrated safety analysis summary mu~t contain: 

(1) A genoral de~eription of the 9ite with emphesis en thoac factorS that eould affeet 
sefety (ishall be updated biennially to reflect changes made to the facility a maximum of 6 
months prior to the date of filing. (COMMENT 3) The integrated safety analysis summary must 
contain: 

(1) A general description of the site with emphasis on those factors that could affect 
safety (i.e., meteorology, seismology); 

(2) A general description of the facility with emphasis on those areas that could affect 
safety, including an identification of the controlled area boundaries; 

(3) A description of each process (defined as a single reasonably simple integrated unit 
operation within an overall production line) analyzed in the integrated safety analysis in 
sufficient detail to understand the theory of operation; and, for each process, the hazards that 
were identified in the integrated safety analysis pursuant to Sec. 70.62(c)(1)(i)-(iii) and a 
general description of the types of accident sequences; 

(4) Information that demonstrates the licensee's compliance with the performance 
requirements of Sec. 70.61; the requirements for criticality monitoring and alarms in Sec. 70.24; 
and, if applicable, the requirements of Sec. 70.64; 

(5) A description of the team, qualifications, and the methods used to perform the 
integrated safety analysis; 

(6) A list briefly describing all items relied on for safety which are identified pursuant to 
Sec. 70.61(e) in sufficient detail to understand their functions in relation to the performance 
requirements of Sec. 70.61; 

(7) A description of the proposed quantitative standards used to assess the 
consequences 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 Sec. 70.61(b)(4) 
and (c)(4); 

(8) A descriptive list that identifies all items relied on for safety that are the sole item 
preventing or mitigating an accident sequence that exceeds the performance requirements of 
Sec. 70.61; and 

(9) A description of the definitions of likely, unlikely, highly unlikely, and credible as used 
in the evaluations in the integrated safety analysis.  

Sec. 70.66 Additional requirements for approval of license application.  

An application for a license from an applicant subject to subpart H will be approved if the 
Commission determines that the applicant has complied with the requirements of Sec. 70.21, 
Sec. 70.22, Sec. 70.23 and Sec. 70.60 through Sec. 70.65.  

Sec. 70.72 Facility changes and change process.  

(a) The licensee shall establish a configuration management system to evaluate, 
implement, and track each change to the site, structures, processes, systems, equipment,
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components, computer programs, and activities of personnel ,,esibd in the I.A "wufmm•ythat 
affect records required by §70.62(a)(2) (COMMENT 3).4) This system must be documented in 
written procedures and must assure that the following are addressed prior to implementing any 
change: 

(1) The technical basis for the change; 
(2) Impact of the change on safety and health or control of licensed material; 
(3) Modifications to existing operating procedures including any necessary training or 

retraining before operation; 
(4) Authorization requirements for the change; 
(5) For temporary changes, the approved duration (e.g., expiration date) of the change; 

and 
(6) The impacts or modifications to the integrated safety analysis, integrated safety 

analysis summary, or other safety program information, developed in accordance with Sec.  
70.62.  

(b) Any change to site, structures, processes, systems, equipment, components, 
computer programs, and activities of personnel d,.oib.d in I, A , umma.. that affect records 
required by §70.62(a)(2) (COMMENT 4) must be evaluated by the licensee as specified in 
paragraph (a) of this section, before the change is implemented. The evaluation of the change 
must determine, before the change is implemented, if an amendment to the license is required 
to be submitted in accordance with Sec. 70.34.  

(c) The licensee may make changes to the site, structures, processes, systems, 
equipment, components, computer programs, and activities of personnel d ,s ,,ib ,d in the ,,S1A 

Gmtiferythat affect records required by §70.62(a)(2) (COMMENT 4)3), without prior 
Commission approval, if the change: 

(1) Does not: 
(i) Create new types \5\ of accident sequences that, unless mitigated or prevented, 

would exceed the performance requirements of Sec. 70.61 and that have not previously been 
descriued in the integrated safety analysis summary; or 

\5\ Any change in the defining characteristics of the elements of an accident sequence 
may change the "type" of the accident sequence for a given process. For example, a new type 
of accident could involve a different initiator, significant changes in the consequence, or a 
change in the safety function of a control (e.g., temperature limiting device versus a flow limiting 
device).  

(ii) Use new processes, technologies, or control systems for which the licensee has no 
prior experience; 

(2) Does not remove, without at least an equivalent replacement of the safety function, 
an item relied on for safety that is listed in the integrated safety analysis summary; 

(3) Does not alter any item relied on for safety, listed in the integrated safety analysis 
summary, that is the sole item preventing or mitigating an accident sequence that exceeds the 
performance requirements of Sec. 70.61; and 

(4) Is not otherwise prohibited by this section, license condition, or order.  
(d)(1) For eey--changes that ^ffe^t the intcgs.etd safety analysis " ummary, as aubm"'itted 

in ...e....e. withrequire pre-approval under Sec. 70.6"•, bu d" not rbquir NRC pr' . ppr.Val,
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the ;ien^see shall SUbmit r^vis^d pages to the integra.td safety analysis summhariffy, tO NRG, 
within 90 days of the change.  

(2) Fcr ehanges that requirc pr...pp. ,,V under See. 70.72, the licensee shall submit an 
amendment request to the NRC in accordance with Sec. 70.34 and Sec. 70.65.  

(3)(2) A brief summary of all changes made in accordance with 70.72(c), that are made 
without prior Commission approval, must be submitted to NRC with the FeeeFdsintegrated safety 
analysis summary update required by See70.65(b).- 70.62(a)(2) of this paFt, th.t ae made 
With.ut priOr Cmmisso en appr..al, Must be submitted to NRC cveFy 12 rn"nths(COMMENT 3) 

(e) If a change covered by Sec.  
(e) if a .ha.nge .. ver.d by Sc. 70.72 is made, the affected on-site documentation must 

be updated promptly.  
(f) The licensee shall maintain records of changes to its facility carried out under this 

section. These records must include a written evaluation that provides the bases for the 
determination that the changes do not require prior Commission approval under paragraph (c) 
or (d) of this section. These records must be maintained until termination of the license.  

Sec. 70.73 Renewal of licenses.  

Applications for renewal of a license must be <strong>filed</strong> in accordance with 
Secs. 2.109, 70.21, 70.22, 70.33, 70.38, and 70.65. Information contained in previous 
applications, statements, or reports <strong>filed</strong> with the Commission under the 
license may be incorporated by reference, provided that these references are clear and 
specific.  

Sec. 70.74 Additional reporting requirements.  

(a) Reports to NRC Operations Center. (1) Each licensee shall report to the NRC 
Operations Center the events described in appendix A to part 70.  

(2) Reports must be made by a knowledgeable licensee representative and by any 
method that will ensure compliance with the required time period for reporting.  

(3) The information provided must include a description of the event and other related 
information as described in Sec. 70.50(c)(1).  

(4) Follow-up information to the reports must be provided until all information required to 
be reported in Sec. 70.50(c)(1) of this part is complete.  

(5) Each licensee shall provide reasonable assurance that reliable communication with 
the NRC Operations Center is available during each event.  

(b) Written reports. Each licensee who makes a report required by paragraph (a)(1) of 
this section shall submit a written follow-up report within 30 days of the initial report. The written 
report must contain the information as described in Sec. 70.50(c)(2).  

18. Appendix A to part 70 is added to read as follows: 

Appendix A to Part 70--Reportable Safety Events 

As required by 10 CFR 70.74, licensees subject to the requirements in subpart H of part 
70, shall report:
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(a) One hour reports. Events to be reported to the NRC Operations Center within 1 hour 
of discovery, supplemented with the information in 10 CFR 70.50(c)(1) as it becomes available, 
followed by a written report within 30 days: 

(1) An inadvertent nuclear criticality.  
(2) An acute intake by an individual of 30 mg or greater of uranium in a soluble form.  
(3) An acute chemical exposure to an individual from licensed material or hazardous 

chemicals produced from licensed material that exceeds the quantitative standards established 
to satisfy the requirements in Sec. 70.61(b)(4).  

(4) An event or condition such that no items relied on for safety, as documented in the 
Integrated Safety Analysis summary, remain available and reliable, in an accident sequence 
evaluated in the Integrated Safety Analysis, to perform their function: 

(i) In the context of the performance requirements in Sec. 70.61 (b) and Sec. 70.61(c), or 
(ii) Prevent a nuclear criticality accident (i.e., loss of all controls in a particular 

sequence).  
(5) Loss of controls such that only one item relied on for safety, as documented in the 

Integrated Safety Analysis summary, remains available and reliable to prevent a nuclear 
criticality accident, and has been in this state for greater than eight hours.  

(b) Twenty-four hour reports. Events to be reported to the NRC Operations Center within 
24 hours of discovery, supplemented with the information in 10 CFR 70.50(c)(1) as it becomes 
available, followed by a written report within 30 days: 

(1) Any event or condition that results in the facility being in a state that was not 
analyzed, was improperly analyzed, or is different from that analyzed in the Integrated Safety 
Analysis, and which results in failure to meet the performance requirements of Sec. 70.61.  

(2) Loss or degradation of items relied on for safety that results in failure to meet the 
performance requirement of Sec. 70.61.  

(3) An acute chemical exposure to an individual from licensed material or hazardous 
chemicals produced from licensed materials that exceeds the quantitative standards that satisfy 
the requirements ol Sec. 70.61(c)(4).  

(4) Any natural phenomenon or other external event, including fires internal and external 
to the facility, that has affected or may have affected the intended safety function or availability 
or reliability of one or more items relied on for safety.  

(5) An occurrence of an event or process deviation that was considered in the Integrated 
Safety Analysis and: 

(i) Was dismissed due to its likelihood; or 
(ii) Was categorized as unlikely and whose associated unmitigated consequences would 

have exceeded those in Sec. 70.61(b) had the item(s) relied on for safety not performed their 
safety function(s).  

(c) Concurrent Reports. Any event or situation, related to the health and safety of the 
public or onsite personnel, or protection of the environment, for which a news release is 
planned or notification to other government agencies has been or will be made, shall be 
reported to the NRC Operations Center concurrent to the news release or other notification.  

For the Nuclear Regulatory Commission.  

Dated at Rockville, Maryland, this 23rd day of July, 1999.  
Annette Vietti-Cook, 
Secretary of the Commission.

Page 14



PART 70--DOMESTIC LICENSING OF SPECIAL NUCLEAR MATERIAL

1. The authority citation for part 70 continues to read as follows: 

Authority: Secs. 51, 53, 161, 182, 183, 68 Stat. 929, 930, 948, 953, 954, as amended, 
sec. 234, 83 Stat. 444, as amended (42 U.S.C. 2071, 2073, 2201, 2232, 2233, 2282, 2297f); 
secs. 201, as amended, 202, 204, 206, 88 Stat. 1242, as amended, 1244, 1245, 1246 (42 
U.S.C. 5841, 5842, 5845, 5846). Sec. 193, 104 Stat. 2835, as amended by Pub. L. 104-134, 
110 Stat. 1321, 1321-349 (42 U.S.C. 2243).  

Sections 70.1(c) and 70.20a(b) also issued under secs. 135, 141, Pub. L. 97-425, 96 
Stat. 2232, 2241 (42 U.S.C. 10155, 10161). Section 70.7 also issued under Pub. L. 95-601, 
sec. 10, 92 Stat. 2951 (42 U.S.C. 5851). Section 70.21(g) also issued under sec. 122, 68 Stat.  
939 (42 U.S.C. 2152). Section 70.31 also issued under sec. 57d, Pub. L. 93-377, 88 Stat. 475 
(42 U.S.C. 2077). Sections 70.36 and 70.44 also issued under sec. 184, 68 Stat. 954, as 
amended (42 U.S.C. 2234). Section 70.61 also issued under secs. 186, 187, 68 Stat. 955 (42 
U.S.C. 2236, 2237). Section 70.62 also issued under sec. 108, 68 Stat. 939, as amended (42 
U.S.C. 2138).  

2. The undesignated center heading "'GENERAL PROVISIONS" is redesignated as 
"Subpart A--General Provisions." 

3. In Sec. 70.4, the definitions of Acute, Available and reliable to perform their function 
when needed, Configuration management, Critical mass of special nuclear material, Double 
contingency, Hazardous chemicals produced from licensed material, Integrated safety analysis 
(ISA), Integrated safety analysis summary, Items relied on for safety, Management measures, 
Unacceptable performance deficiencies, and Worker are added, in alphabetical order, as 
follows: 

Sec. 70.4 Definitions.  

Acute as used in this part means a single radiation dose or chemical exposure event or 
multiple radiation dose or chemical exposure events occurring within a short time (24 hours or 
less).  

Available and reliable to perform their function when needed as used in subpart H of this 
part means that, based upon the analyzed, credible conditions in the integrated safety analysis, 
items relied on for safety will perform their intended safety function when needed and 
management measures will be implemented that ensure continuous compliance with the 
performance requirements of Sec. 70.61 of this part, considering factors such as necessary 
maintenance, operating limits, common cause failures, and the likelihood and consequences of 
failure or degradation of the items and measures.  

Configuration management (CM) means ensuring, as part of the safety program, 
oversight and control of design information, safety information, and modifications (both 
temporary and permanent) that might impact the ability of items relied on for safety to perform 
their function when needed.



Critical mass of special nuclear material (SNM) means special nuclear material in a 
quantity exceeding 700 grams of contained uranium-.35; 520 grams of uranium-233; 450 
grams of plutonium; 1500 grams of contained uranium-235, if no uranium enriched to more than 
4 percent by weight of uranium-235 is present; 450 grams of any combination thereof; or 
one-half such quantities if massive moderators or reflectors made of graphite, heavy water, or 
beryllium may be present.  

Double contingency means a process design that incorporates sufficient factors of 
safety to require at least two unlikely, independent, and concurrent changes in process 
conditions before a criticality accident is possible.  

Hazardous chemicals produced from licensed materials means substances having 
licensed material as precursor compound(s) or substances that physically or chemically interact 
with licensed materials; that are toxic, explosive, flammable, corrosive, or reactive to the extent 
that they can endanger life or health if not adequately controlled. These include substances 
commingled with licensed material, and include substances such as hydrogen fluoride that is 
produced by the reaction of uranium hexafluoride and water, but do not include substances 
prior to process addition to licensed material or after process separation from licensed material.  

Integrated safety analysis (ISA) means a systematic analysis to identify plant and 
external hazards and their potential for initiating accident sequences, the potential accident 
sequences, their likelihood and consequences, and the items relied on for safety. As used here, 
integrated means joint consideration of, and protection from, all relevant hazards, including 
radiological, nuclear criticality, fire, and chemical. However, with respect to compliance with the 
regulations of this part, the NRC requirement is limited to consideration of the effects of all 
relevant hazards on radiological safety, prevention of nuclear criticality accidents, or chemical 
hazards directly associated with NRC licensed radioactive material.  

Integrated safety analysis summary means the document submitted with the license 
application, license amendment application, or license renewal application that provides a 
synopsis of the results of the integrated safety analysis and contains the information specified in 
Sec. 70.65(b).  

Items relied on for safety means structures, systems, equipment, components, and 
activities of personnel that are relied on to prevent potential accidents at a facility that could 
exceed the performance requirements in Sec. 70.61 or to mitigate their potential consequences.  
This does not limit the licensee from identifying additional structures, systems, equipment, 
components, or activities of personnel (i.e., beyond those in the minimum set necessary for 
compliance with the performance requirements) as items relied on for safety.  

Management measures mean the functions performed by the licensee, generally on a 
continuing basis, that are applied to items relied upon for safety, to ensure the items are 
available and reliable to perform their functions when needed. Management measures include 
configuration management, maintenance, training and qualifications, procedures, audits and 
assessments, incident investigations, records management, and other quality assurance 
elements.  

Unacceptable performance deficiencies mean deficiencies in the items relied on for 
safety or the management measures that need to be corrected to ensure an adequate level of 
protection as defined in 10 CFR 70.61(b), (c), or (d).



Worker means an individual whose assigned duties in the course of employment involve 
exposure to radiation and/or radioactive material from licensed and unlicensed sources of 
radiation (i.e., an individual who is subject to an occupational dose as in 20 CFR 20.1003).  

4. In Sec. 70.8 paragraph (b) is revised to read as follows.  

Sec. 70.8 Information collection requirements: OMB approval.  

(b) The approved information collection requirements contained in this part appear in 
Secs. 70.9, 70.17, 70.19, 70.20a, 70.20b, 70.21, 70.22, 70.24, 70.25, 70.32, 70.33, 70.34, 
70.38, 70.39, 70.42, 70.50, 70.51, 70.52, 70.53, 70.57, 70.58, 70.59, 70.61, 70.62, 70.64, 
70.65, 70.72, 70.73, 70.74 and Appendix A.  

5. The undesignated center heading "EXEMPTIONS" is redesignated as "Subpart 
B--Exemptions." 

Secs. 70.13a and 70.14 [Redesignated] 

6. Sections 70.13a and 70.14 are redesignated as Secs. 70.14 and 70.17, respectively.  
7. The undesignated center heading "GENERAL LICENSES" is redesignated as 

"'Subpart C--General Licenses." 
8. The undesignated center heading "LICENSE APPLICATIONS" is redesignated as 

"Subpart D--License Applications." 
9. The undesignated center heading "LICENSES" is redesignated as "Subpart 

E--Licenses." 
10. The undesignated center heading "ACQUISITION, USE AN,) TRANSFER OF 

SPECIAL NUCLEAR MATERIAL, CREDITORS' RIGHTS," is redesignated as "Subpart 
F--Acquisition, Use, and Transfer of Special Nuclear Material, Creditors' Rights." 

11. The undesignated center heading "SPECIAL NUCLEAR MATERIAL CONTROL 
RECORDS, REPORTS AND INSPECTIONS" is redesignated as "Subpart G--Special Nuclear 
Material Control Records, Reports, and Inspections." 

12. In Sec. 70.50 paragraph (c) is revised and paragraph (d) is added to read as follows.  

Sec. 70.50 Reporting requirements.  

(c) Preparation and submission of reports. Reports made by licensees in response to 
the requirements of this section must be made as follows: 

(1) Licensees shall make reports required by paragraphs (a) and (b) of this section, and 
by Sec. 70.74 and appendix A of this part if applicable, by telephone to the NRC Operations 
Center.&It;SUP&gt;3&lt;/SUP&gt; To the extent that the information is available at the time of 
notification, the information provided in these reports must include: 

\3\ The commercial telephone number for the NRC Operations Center is (301) 
816-5100.



(i) Caller's name, position title and call back telephone number; 
(ii) Date, time, and exact location of the event; 
(iii) Description of the event, including; 
(A) Radiological or chemical hazards involved including isotopes, quantities, and 

chemical and physical form of any material released; 
(B) Actual or potential health and safety consequences to the workers, the public, and 

the environment, including relevant chemical and radiation data for actual personnel exposures 
to radiation or radioactive materials or chemicals (e.g., level of radiation exposure, 
concentration of chemicals, and duration of exposure); 

(C) The sequence of occurrences leading to the event, including degradation or failure 
of structures, systems, equipment, components, and activities of personnel relied on to prevent 
potential accidents or mitigate their consequences; and 

(D) Whether the remaining structures, systems, equipment, components, and activities 
of personnel relied on to prevent potential accidents or mitigate their consequences are 
available and reliable to perform their function.  

(iv) External conditions affecting the event; 
(v) Additional actions taken by the licensee in response to the event; 
(vi) Status of the event (e.g., whether the event is on-going or was terminated); 
(vii) Current and planned site status, including any declared emergency class; 

(viii) Notifications related to the event that were made or are planned to any local, State, 
or other Federal agencies; 

(ix) Status of any press releases related to the event that were made or are planned.  
(2) Written report. Each licensee who makes a report required by paragraph (a) or (b) of 

this section, or by Sec. 70.74 and appendix A of this part if applicable, shall submit a written 
follow-up report within 30 days of the initial report. Written reports prepared pursuant to other 
regulations may be submitted to fulfill this requirement if the report contains all of the necessary 
information and the appropriate distribution is made. These written reports must be sent to the 
U.S. Nuclear Regulatory Commission, Document Control Desk, Washington, DC 20555, with a 
copy to the appropriate NRC regional office listed in appendix D of 10 CFR part 20. The reports 
must include the following: 

(i) Complete applicable information required by Sec. 70.50(c)(1); 
(ii) The probable cause of the event, including all factors that contributed to the event 

and the manufacturer and model number (if applicable) of any equipment that failed or 
malfunctioned; 

(iii) Corrective actions taken or planned to prevent occurrence of similar or identical 
events in the future and the results of any evaluations or assessments; and 

(iv) For licensees subject to subpart H of this part, whether the event was identified and 
evaluated in the Integrated Safety Analysis.  

(d) The provisions of Sec. 70.50 do not apply to licensees subject to Sec. 50.72. They 
do apply to those part 50 licensees possessing material licensed under part 70 who are not 
subject to the notification requirements in Sec. 50.72.  

13. The undesignated center heading "MODIFICATION AND REVOCATION OF 
LICENSES" is redesignated as "Subpart I--Modification and Revocation of Licenses."

Secs. 70.61 and 70.62 [Redesignated]



14. Sections 70.61 and 70.62 are redesignated as Secs. 70.81 and 70.82, respectively.  
15. The undesignated center heading "ENFORCEMENT" is redesignated as "Subpart 

J--Enforcement." 

Secs. 70.71 and 70.72 [Redesignated] 

16. Sections 70.71 and 70.72 are redesignated as Secs. 70.91 and 70.92, respectively.  
17. In part 70, a new subpart H (Secs. 70.60-70.74) is added to read as follows: 

Subpart H--Additional Requirements for Certain Licensees Authorized to Possess a Critical 
Mass of Special Nuclear Material 

Sec.  
70.60 Applicability.  
70.61 Performance requirements.  
70.62 Safety program and integrated safety analysis.  
70.64 Requirements for new facilities or new processes at existing facilities.  
70.65 Additional content of applications.  
70.66 Additional requirements for approval of license application.  
70.72 Facility changes and change process.  
70.73 Renewal of licenses.  
70.74 Additional reporting requirements.  

Sec. 70.60 Applicability.  

The regulations in Sec. 70.61 through Sec. 70.74 apply, in addition to other applicable 
Commission regulations, to each applicant or licensee that is or plans to be: authorized to 
possess greater than a critical mass of special nuclear material, and engaged in enriched 
uranium processing, fabrication of uranium fuel or fuel assemblies, uranium enrichment, 
enriched uranium hexafluoride conversion, plutonium processing, fabrication of mixed-oxide fuel 
or fuel assemblies, scrap recovery of special nuclear material, or any other activity that the 
Commission determines could significantly affect public health and safety. The regulations in 
Sec. 70.61 through Sec. 70.74 do not apply to decommissioning activities performed pursuant 
to other applicable Commission regulations including Sec. 70.25 and Sec. 70.38 of this Part.  
Also, the regulations in Sec. 70.61 through Sec. 70.74 do not apply to activities that are certified 
by the Commission pursuant to Part 76 of this chapter or licensed by the Commission pursuant 
to other parts of this chapter.  

Sec. 70.61 Performance requirements.  

(a) Each applicant or licensee shall evaluate, in the integrated safety analysis performed 
in accordance with Sec. 70.62, its compliance with the performance requirements in paragraphs 
(b), (c), and (d) of this section.  

(b) The likelihood of each credible accident sequence whose unmitigated consequences 
could exceed those below must be reduced to be highly unlikely through the application of 
engineered controls, administrative controls, or both. (Comment 1)



(1) An acute worker dose of 1 Sv (100 rem) or greater total effective dose equivalent; 
(2) An acute dose of 0.25 Sv (25 rem) or greater total effective dose equivalent to any 

individual located outside the controlled area identified pursuant to paragraph (f) of this section; 
(3) An intake of 30 mg or greater of uranium in soluble form by any individual located 

outside the controlled area identified pursuant to paragraph (f) of this section; or 
(4) An acute chemical exposure to an individual from licensed material or hazardous 

chemicals produced from licensed material that: 
(i) Could endanger the life of a worker, or 
(ii) Could lead to irreversible or other serious, long-lasting health effects to any individual 

located outside the controlled area identified pursuant to paragraph (f) of this section. If an 
applicant possesses or plans to possess quantities of material capable of such chemical 
exposures, then the applicant shall propose appropriate quantitative standards for these health 
effects, as part of the information submitted pursuant to Sec. 70.65 of this part.  

(c) The likelihood of each credible accident sequence whose unmitigated consequences 
could exceed those below must be reduced to unlikely through the application of engineered 
controls, administrative controls, or both. (Comment 1) 

(1) An acute worker dose of 0.25 Sv (25 rem) or greater total effective dose equivalent; 
(2) An acute dose of 0.05 Sv (5 rem) or greater total effective dose equivalent to any 

individual located outside the controlled area identified pursuant to paragraph (f) of this section; 
(3) A 24-hour averaged release of radioactive material outside the restricted area in 
concentrations exceeding 5000 times the values in table 2 of appendix B to 10 CFR part 20; or 

(4) An acute chemical exposure to an individual from licensed material or hazardous 
chemicals produced from licensed material that: 

(i) Could lead to irreversible or other serious, long-lasting health effects to a worker, or 
(ii) Could cause mild transient health effects to any individual located outside the 

controlled area as specified in paragraph (f) of this section. If an applicant possesses or plans 
to possess quantities of material capable of such chemical exposures, then the applicant shall 
propose appropriate quantitative standards for these nealth effects, as part uf the information 
submitted pursuant to Sec. 70.65 of this part.  

(d) In addition to complying with paragraphs (b) and (c) of this section, the risk of 
nuclear criticality accidents must be limited by assuring that under normal and credible 
abnormal conditions, all nuclear processes are subcritical, including use of an approved margin 
of subcriticality for safety. Preventive controls and measures must be the primary means of 
protection against nuclear criticality accidents.  

(e) Each engineered or administrative control or control system necessary to comply 
with paragraphs (b), (c), or (d) of this section shall be designated as an item relied on for safety.  
The safety program, established and maintained pursuant to Sec. 70.62 of this part, shall 
ensure that each item relied on for safety will be available and reliable to perform its intended 
function when needed and in the context of the performance requirements of this section.  

(f) Each licensee must establish a controlled area, as defined in Sec. 20.1003, in which 
the licensee retains the authority to determine all activities, including exclusion or removal of 
personnel and property from the area. For the purpose of complying with the performance 
requirements of this section, individuals who are not workers, as defined in Sec. 70.4, may be 
permitted to perform ongoing activities (e.g., at a facility not related to the licensed activities) in 
the controlled area, if the licensee: 

(1) Demonstrates and documents, in the integrated safety analysis, that the risk for 
those individuals at the location of their activities does not exceed the performance 
requirements of paragraphs (b)(2), (b)(3), (b)(4)(ii), (c)(2), and (c)(4)(ii) of this section; or



(2) Provides: training in accordance with 10 CFR 19.12(a)(1)-(5) to these individuals to 
ensure that they are aware of the risks associated witn accidents involving the licensed 
activities as determined by the integrated safety analysis, and conspicuously posts and 
maintains notices stating where the information in 10 CFR 19.11 (a) may be examined by these 
individuals. Under these conditions, the performance requirements for workers specified in 
paragraphs (b) and (c) of this section may be applied to these individuals.  

Sec. 70.62 Safety program and integrated safety analysis.  

(a) Safety program. (1) Each licensee shall establish and maintain a safety program that 
demonstrates compliance with the performance requirements of Sec. 70.61. The safety 
program may be graded such that management measures applied are commensurate with the 
reduction of the risk attributable to that item. (Comment 2) 

(2) Each licensee shall establish and maintain records that demonstrate compliance with 
the requirements of paragraphs (b) through (d) of this section.  

(3) Each licensee shall establish and maintain a log, available for NRC inspection, 
documenting each discovery that an item relied on for safety or management measure has 
failed to perform its function either in the context of the performance requirements of Sec. 70.61 
or upon demand. This log must identify the item relied on for safety or management measure 
that has failed and the safety function affected, the date of discovery, date (or estimated date) 
of the failure, duration (or estimated duration) of the time that the item was unable to perform its 
function, any other affected items relied on for safety or management measures and their safety 
function, affected processes, cause of the failure, whether the failure was in the context of the 
performance requirements or upon demand or both, and any corrective or compensatory action 
that was taken. The log must be initiated at the time of discovery and updated promptly upon 
the conclusion of each investigation of a failure of an item relied on for safety or management 
measure.  

(b) Process safety information. Each licensee or applicant shall maintain process safety 
information to enable the performance of an integrated safety analysis. This process safety 
information must include information pertaining to the hazards of the materials used or 
produced in the process, information pertaining to the technology of the process, and 
information pertaining to the equipment in the process.  

(c) Integrated safety analysis. (1) Each licensee or applicant shall conduct an integrated 
safety analysis, that is of appropriate detail for the complexity of the process, that identifies: 

(i) Radiological hazards related to possessing or processing licensed material at its 
facility; 

(ii) Chemical hazards of licensed material and hazardous chemicals produced from 
licensed material; 

(iii) Facility hazards which could affect the safety of licensed materials and thus present 
an increased radiological risk; 

(iv) Potential accident sequences caused by process deviations or other events internal 
to the plant and credible external events, including natural phenomena; 

(v) The consequence and the likelihood of occurrence of each potential accident 
sequence identified pursuant to paragraph (c)(1)(iv) of this section, and the methods used to 
determine the consequences and likelihoods; and
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(vi) Each item relied on for safety identified pursuant to Sec. 70.61(e) of this part, the 
characteristics of its preventive, mitigative, or other safety function, and the assumptions and 
conditions under which the item is relied upon to support compliance with the performance 
requirements of Sec. 70.61.  

(2) Integrated safety analysis team qualifications. In order to assure the adequacy of the 
integrated safety analysis, the analysis must be performed by a team with expertise in 
engineering and process operations. The team shall include at least one person who has 
experience and knowledge specific to each process being evaluated, and persons who have 
experience in nuclear criticality safety, radiation safety, fire safety, and chemical process safety.  
One member of the team must be knowledgeable in the specific integrated safety analysis 
methodology being used.  

(3) Requirements for existing licensees. Notwithstanding other provisions regarding the 
effective date for part 70, subpart H, requirements, licensees shall comply with the provisions in 
paragraphs (c)(3)(i), (ii), and (iii) of this section beginning on [the date of publication of the final 
rule]. Individuals holding an NRC license on [the date of publication of the final rule] shall, with 
regard to existing licensed activities: 

(i) Within 6 months of the effective date of the rule, submit for NRC approval, a plan that 
describes the integrated safety analysis approach that will be used, the processes that will be 
analyzed, and the schedule for completing the analysis of each process.  

(ii) Within 4 years of the effective date of the rule, complete an integrated safety 
analysis, correct all unacceptable performance deficiencies, and submit an integrated safety 
analysis summary in accordance with Sec. 70.65 or the approved plan submitted under 
paragraph (c)(3)(i) of this section.  

(iii) Pending the correction of unacceptable performance deficiencies identified during 
the conduct of the integrated safety analysis, the licensee shall implement appropriate 
compensatory measures to ensure adequate protection.  

(d) Management measures. Each applicant or licensee shall establish management 
measures to provide continuing assurance of compliance with the performance requirements of 
Sec. 70.61. The measures applied to a particular engineered or administrative control or control 
system may be commensurate with the reduction of the risk attributable to that control or 
control system. The management measures shall ensure that engineered and administrative 
controls and control systems that are identified as items relied on for safety pursuant to Sec.  
70.61 (e) of this part are designed, implemented, and maintained, as necessary, to ensure they 
are available and reliable to perform their function when needed, in the context of compliance 
with the performance requirements of Sec. 70.61 of this part.  

Sec. 70.64 Requirements for new facilities or new processes at existing facilities.  

(a) Baseline design criteria. Each prospective applicant or licensee shall address the 
following baseline design criteria in the design of new facilities. Each existing licensee shall 
address the following baseline design criteria in the design of new processes at existing 
facilities that require a license amendment under Sec. 70.72. The baseline design criteria must 
be applied to the design of new facilities and new processes, but do not require retrofits to 
existing facilities or existing processes (e.g., those housing or adjacent to the new process); 
however, all facilities and processes must comply with the performance requirements in Sec.  
70.61. Licensees shall maintain the application of these criteria unless the evaluation performed
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pursuant to paragraph (c) of this section demonstrates that a given item is not relied on for 
safety or does not require adherence to the specifiec criteria.  

(1) Quality standards and records. The design must be developed and implemented in 
accordance with management measures, to provide adequate assurance that items relied on 
for safety will be available and reliable to perform their function when needed. Appropriate 
records of these items must be maintained by or under the control of the licensee throughout 
the life of the facility.  

(2) Natural phenomena hazards. The design must provide for adequate protection 
against natural phenomena with consideration of the most severe documented historical events 
for the site.  

(3) Fire protection. The design must provide for adequate protection against fires and 
explosions.  

(4) Environmental and dynamic effects. The design must provide for adequate 
protection from environmental conditions and dynamic effects associated with normal 
operations, maintenance, testing, and postulated accidents that could lead to loss of safety 
functions.  

(5) Chemical protection. The design must provide for adequate protection against 
chemical risks produced from licensed material, plant conditions which affect the safety of 
licensed material, and hazardous chemicals produced from licensed material.  

(6) Emergency capability. The design must provide for emergency capability to maintain 
control of: 

(i) Licensed material; 
(ii) Evacuation of personnel; and 
(iii) Onsite emergency facilities and services that facilitate the use of available offsite 

services.  
(7) Utility services. The design must provide for continued operation of essential utility 

services.  
(8) Inspection, testing, and maintenance. The design of items relied on for safety must 

provide for adequate inspection, testing, and maintenance, to ensure their availability and 
reliability to perform their function when needed.  

(9) Criticality control. The design must provide for criticality control including adherence 
to the double contingency principle.  

(10) Instrumentation and controls. The design must provide for inclusion of 
instrumentation and control systems to monitor and control the behavior of items relied on for 
safety.  

(b) Facility and system design and plant layout must be based on defense-in-depth 
practices.&lt; SUP&gt;4&lt;/SU P&gt; The design process must incorporate, to the extent 
practicable: 

\4\ As used in Sec. 70.64, defense-in-depth practices means a design philosophy, 
applied from the outset and through completion of the design, that is based on providing 
successive levels of protection such that health and safety will not be wholly dependent upon 
any single element of the design, construction, maintenance, or operation of the facility. The net 
effect of incorporating defense-in-depth practices is a conservatively designed facility and 
system that will exhibit greater tolerance to failures and external challenges. The risk insights 
obtained through performance of the integrated safety analysis can be then used to supplement
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the final design by focusing attention on the prevention and mitigation of the higher-risk 
potential accidents.  

(1) Preference for the selection of engineered controls over administrative controls to 
increase overall system reliability; and 

(2) Features that enhance safety by reducing challenges to items relied on for safety.  

Sec. 70.65 Additional content of applications.  

(a) In addition to the contents required by Sec. 70.22, each application must include a 
description of the management measures established under Sec. 70.62(d) and an integrated 
safety analysis summary. (Comment 2) 

(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 Sec. 70.72. The integrated safety analysis summary shall be updated biennially to 
reflect changes made to the facility a maximum of 6 months prior to the date of filing.  
(COMMENT 3) The integrated safety analysis summary must contain: 

(1) A general description of the site with emphasis on those factors that could affect 
safety (i.e., meteorology, seismology); 

(2) A general description of the facility with emphasis on those areas that could affect 
safety, including an identification of the controlled area boundaries; 

(3) A description of each process (defined as a single reasonably simple integrated unit 
operation within an overall production line) analyzed in the integrated safety analysis in 
sufficient detail to understand the theory of operation; and, for each process, the hazards that 
were identified in the integrated safety analysis pursuant to Sec. 70.62(c)(1)(i)-(iii) and a 
general description of the types of accident sequences; 

(4) Information that demonstrates the licensee's compliance with the performance 
requirements of Sec. 70.61; the requirements for criticality monitoring and alarms in Sec. 70.24; 
and, if applicable, the requirements of Sec. 70.64; 

(5) A description of the team, qualifications, and the methods used to perform the 
integrated safety analysis; 

(6) A list briefly describing all items relied on for safety which are identified pursuant to 
Sec. 70.61(e) in sufficient detail to understand their functions in relation to the performance 
requirements of Sec. 70.61; 

(7) A description of the proposed quantitative standards used to assess the 
consequences 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 Sec. 70.61(b)(4) 
and (c)(4); 

(8) A descriptive list that identifies all items relied on for safety that are the sole item 
preventing or mitigating an accident sequence that exceeds the performance requirements of 
Sec. 70.61; and 

(9) A description of the definitions of likely, unlikely, highly unlikely, and credible as used 
in the evaluations in the integrated safety analysis.
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Sec. 70.66 Additional requirements for approval of license application.

An application for a license from an applicant subject to subpart H will be approved if the 
Commission determines that the applicant has complied with the requirements of Sec. 70.21, 
Sec. 70.22, Sec. 70.23 and Sec. 70.60 through Sec. 70.65.  

Sec. 70.72 Facility changes and change process.  

(a) The licensee shall establish a configuration management system to evaluate, 
implement, and track each change to the site, structures, processes, systems, equipment, 
components, computer programs, and activities of personnel that affect records required by 
§70.62(a)(2) (COMMENT 3). This system must be documented in written procedures and must 
assure that the following are addressed prior to implementing any change: 

(1) The technical basis for the change; 
(2) Impact of the change on safety and health or control of licensed material; 
(3) Modifications to existing operating procedures including any necessary training or 

retraining before operation; 
(4) Authorization requirements for the change; 
(5) For temporary changes, the approved duration (e.g., expiration date) of the change; 

and 
(6) The impacts or modifications to the integrated safety analysis, integrated safety 

analysis summary, or other safety program information, developed in accordance with Sec.  
70.62.  

(b) Any change to site, structures, processes, systems, equipment, components, 
computer programs, and activities of personnel that affect records required by §70.62(a)(2) 
(COMMENT 4) must be evaluated by the licensee as specified in paragraph (a) of this section, 
before the change is implemented. The evaluation of the change musL determine, before the 
change is implemented, if an amendment to the license is required to be submitted in 
accordance with Sec. 70.34.  

(c) The licensee may make changes to the site, structures, processes, systems, 
equipment, components, computer programs, and activities of personnel that affect records 
required by §70.62(a)(2) (COMMENT 3), without prior Commission approval, if the change: 

(1) Does not: 
(i) Create new types \5\ of accident sequences that, unless mitigated or prevented, 

would exceed the performance requirements of Sec. 70.61 and that have not previously been 
described in the integrated safety analysis summary; or 

\5\ Any change in the defining characteristics of the elements of an accident sequence 
may change the "type" of the accident sequence for a given process. For example, a new type 
of accident could involve a different initiator, significant changes in the consequence, or a 
change in the safety function of a control (e.g., temperature limiting device versus a flow limiting 
device).
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(ii) Use new processes, technologies, or control systems for which the licensee has no 
prior experience; 

(2) Does not remove, without at least an equivalent replacement of the safety function, 
an item relied on for safety that is listed in the integrated safety analysis summary; 

(3) Does not alter any item relied on for safety, listed in the integrated safety analysis 
summary, that is the sole item preventing or mitigating an accident sequence that exceeds the 
performance requirements of Sec. 70.61; and 

(4) Is not otherwise prohibited by this section, license condition, or order.  
(d)(1) For changes that require pre-approval under Sec. 70.72, the licensee shall 

submit an amendment request to the NRC in accordance with Sec. 70.34 and Sec. 70.65.  
(2) A brief summary of all changes made in accordance with 70.72(c), that are made 

without prior Commission approval, must be submitted to NRC with the integrated safety 
analysis summary update required by 70.65(b). (COMMENT 3) 

(e) If a change covered by Sec. 70.72 is made, the affected on-site documentation must 
be updated promptly.  

(f) The licensee shall maintain records of changes to its facility carried out under this 
section. These records must include a written evaluation that provides the bases for the 
determination that the changes do not require prior Commission approval under paragraph (c) 
or (d) of this section. These records must be maintained until termination of the license.  

Sec. 70.73 Renewal of licenses.  

Applications for renewal of a license must be <strong>filed</strong> in accordance with 
Secs. 2.109, 70.21, 70.22, 70.33, 70.38, and 70.65. Information contained in previous 
applications, statements, or reports <strong>filed</strong> with the Commission under the 
license may be incorporated by reference, provided that these references are clear and 
specific.  

Sec. 70.74 Additional reporting requirements.  

(a) Reports to NRC Operations Center. (1) Each licensee shall report to the NRC 
Operations Center the events described in appendix A to part 70.  

(2) Reports must be made by a knowledgeable licensee representative and by any 
method that will ensure compliance with the required time period for reporting.  

(3) The information provided must include a description of the event and other related 
information as described in Sec. 70.50(c)(1).  

(4) Follow-up information to the reports must be provided until all information required to 
be reported in Sec. 70.50(c)(1) of this part is complete.  

(5) Each licensee shall provide reasonable assurance that reliable communication with 
the NRC Operations Center is available during each event.  

(b) Written reports. Each licensee who makes a report required by paragraph (a)(1) of 
this section shall submit a written follow-up report within 30 days of the initial report. The written 
report must contain the information as described in Sec. 70.50(c)(2).  

18. Appendix A to part 70 is added to read as follows:
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Appendix A to Part 70--Reportable Safety Events

As required by 10 CFR 70.74, licensees subject to the requirements in subpart H of part 
70, shall report: 

(a) One hour reports. Events to be reported to the NRC Operations Center within 1 hour 
of discovery, supplemented with the information in 10 CFR 70.50(c)(1) as it becomes available, 
followed by a written report within 30 days: 

(1) An inadvertent nuclear criticality.  
(2) An acute intake by an individual of 30 mg or greater of uranium in a soluble form.  
(3) An acute chemical exposure to an individual from licensed material or hazardous 

chemicals produced from licensed material that exceeds the quantitative standards established 
to satisfy the requirements in Sec. 70.61(b)(4).  

(4) An event or condition such that no items relied on for safety, as documented in the 
Integrated Safety Analysis summary, remain available and reliable, in an accident sequence 
evaluated in the Integrated Safety Analysis, to perform their function: 

(i) In the context of the performance requirements in Sec. 70.61 (b) and Sec. 70.61(c), or 
(ii) Prevent a nuclear criticality accident (i.e., loss of all controls in a particular 

sequence).  
(5) Loss of controls such that only one item relied on for safety, as documented in the 

Integrated Safety Analysis summary, remains available and reliable to prevent a nuclear 
criticality accident, and has been in this state for greater than eight hours.  

(b) Twenty-four hour reports. Events to be reported to the NRC Operations Center within 
24 hours of discovery, supplemented with the information in 10 CFR 70.50(c)(1) as it becomes 
available, followed by a written report within 30 days: 

(1) Any event or condition that results in the facility being in a state that was not 
analyzed, was improperly analyzed, or is different from that analyzed in the Integrated Safety 
Analysis, and which results in failure to meet the performance requirements of Sec. 70.61.  

(2) Loss or degradation of items relied on for safety that results in failuj e to meet the 
performance requirement of Sec. 70.61.  

(3) An acute chemical exposure to an individual from licensed material or hazardous 
chemicals produced from licensed materials that exceeds the quantitative standards that satisfy 
the requirements of Sec. 70.61 (c)(4).  

(4) Any natural phenomenon or other external event, including fires internal and external 
to the facility, that has affected or may have affected the intended safety function or availability 
or reliability of one or more items relied on for safety.  

(5) An occurrence of an event or process deviation that was considered in the Integrated 
Safety Analysis and: 

(i) Was dismissed due to its likelihood; or 
(ii) Was categorized as unlikely and whose associated unmitigated consequences would 

have exceeded those in Sec. 70.61 (b) had the item(s) relied on for safety not performed their 
safety function(s).  

(c) Concurrent Reports. Any event or situation, related to the health and safety of the 
public or onsite personnel, or protection of the environment, for which a news release is 
planned or notification to other government agencies has been or will be made, shall be 
reported to the NRC Operations Center concurrent to the news release or other notification.  

For the Nuclear Regulatory Commission.
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Dated at Rockville, Maryland, this 23rd day of July, 1999.  
Annette Vietti-Cook, 
Secretary of the Commission.
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