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REGION I INSTRUCTION 1620.1, REVISION O

PLANT-SPECIFIC BACKFIT PROCEDURES

Reference: NRC Draft Manual Chapter 0514, "A Program for Management of
Plant-Specific Backfitting of Operating Power Reactors"

A. Purgose

To prescribe procedures for implementation of NRC plant-specific backfit
policy in accordance with Draft NRC Manual Chapter 0514 (NRC-0514). Users
of this instruction should familiarize themselves with NRC-0514. Any
apparent conflict between this instruction and NRC-0514 should be brought
to the attention of appropriate managers.

It is the overall objective of this instruction to assure the plant-specific
backfitting of nuclear power plants is justified and documented and that
Region 1 senior management is responsible for the proper implementation of
the backfit program in their area of responsibility. The specific objective
of the backfit program is to provide for improvements in the levels of pro-
tection of public health and safety while avoiding any unwarranted burdens
on licensees in implementing these backfits. We should assure to the extent
possible that back its to be issued will in fact contribute effectively and
significantly to the health and safety of the public or the common defense
and security.

|
1
B. Discussior |
\
|
|

It should be clearly understood that backfits are expected to occur and deemed
an important part of the regulatory process to provide for the safety of nuc-
lear power plants. However, it is important that backfitting be conducted

in @ controlled process if we are to have effective and consistent regulation |
The management of plant-specific backfitting as described in this instruction
in no way is meant to relieve licensees from complying with NRC requirements.
The provisions of this instruction are intended to provide for a cogent re-
gional review of new or changed positions that we may desire to impose on
licensees who have already implemented previously applicable requirements o
positions which were considered by the NRC to have provided acceptable level:s
of safety. The plant-specific backfit process described in this instruction
will enhance both regulatory stability and safety by assuring that change:

in staff positions do in fact provide substantial additional safety protectio:
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that are warranted prior to imposing such changes on the licensee. This ac-

surance will

D.3.

A plant-specific backfit is different from a generic backfit in that the
former involves the imposition of a position unique to a particular plant,
whereas a generic backfit involves the imposition of the same or similar
position on two or more plants. Management of generic backfits is not
governed by this instruction, but by the CRGR process.

1.

Definitions

Licensee - Except where definad otherwise, the word licensee as used ir
this Regional Instruction shall mean that person that holds a license
to operate a nuclear power plant, or a construction permit to build &
nuc iear power plant, or a Preliminary Design Approval or Final Design
Approval for a Standardized Plant Design.

Plant-Specific Backfit - Backfitting is defined as the modification of
or addition to systems, structures, components, or design of a facility,
or the design approval or manufacturing license for a facility; or the
procedures or organization required to design, construct or operate a
facility, any of which may result from a new or amended provision in the
Commission rules or the imposition of a regulatory staff position inter-
preting the Commission rules that is either new or different from a pre-
viously applicable staff position after certain specified dates. Back-
fitting is "plant-specific" when it involves the imposition of a positior
that is unique to a particular plant.

It should be noted that to be a plant-specific backfit a staff position
must meet conditions involving both (1) the substance of the elements
of a proposed staff position and (2) the time of the identification of
the staff position.

a. A staff position may be a proposed backfit if it would cause a lic-
ensee to change the design, construction or operation of a facility
from that consistent with an already applicable regulatory staff
position. Applicable regulatory staff positions are described in
NRC-0514.

b. A staff position as described in C.2.a is a proposed backfit if it
is first identified to the licensee after certain important design,
construction or operation milestones, involving NRC approvals of
varying kind, has been achieved. Those times after which a new or
revised staff position will be considered a backfit are as follows:

(1) After the date of issuance of the construction permit for the
facility (for facilities having construction permits issued
after May 1, 1985); or

be provided through a regulatory analysis as described in Sectior
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(2) after 6 months before the date of docketing of the OL applica-
tion for the facility (for facilities having construction per-
mits issued before May 1, 1985); or

(3) after the date of issuance of the operating license for the
facility (for facilities having an operating license on May
1, 1985); or

(4) after the date of issuance of the design approval under 10 CFR
50, Appendix M, N. or 0.

3. Applicable Regulatory Staff Positione - Applicable regulatory staff
positions are those already specifically imposed upon or committed to
by a licensee at the time of the identification of a plant-specific
backfit, and are of several different types and sources:

a. Legal requirements such as in explicit regulations, orders, plant
licenses (amendments, conditions, technical specifications). Note
that some regulations have update features built in, as for example,
10 CFR 50.55a, Codes and Standards. Such update requirements are
applicable as described in the regulation.

b. Written commitments such as contained in the FSAR, LERs, and
docketed correspondence, including responses to IE Bulletins,
Generic Letters, Confirmatory Action Letters, Inspection Reports,
or responses to Notices of Violation.

A NRC staff positions that are documented, approved, explicit inter-
pretations of the more general regulations, and are contained in
documents such as the SRP, Branch Technical Positions, Regulator
Guides, Generic Letters and IE Bulletins and to which a 1icensee
or an applicant has previously committed to or re)ied upon. Posi-
tions contained in these documents are not considered applirzbie
staff positions to the extent that staff has, in a previvus licens-
ing or inspection action, tacitly or explicitly excepted the licen-
see from part or all of the position.

Working level examples of staff positions which constitute backfits and
those that do not constitute backfits are discussed in Appendix A to this
instruction.

D. Procedure Implementation

The overall backfit process should be conducted in accordance with the fol-
lowing instructions.

1. Regiona] Backfit Identification - Any Regiona) staff member who identi-
1es the need for imposition of a potential backfit wil) immediately
verbally identify this need for imposition to his/her Section Chief.
Licensees may also claim a staff action, not initially identified by the
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staff, is a backfit, and this claim should be similarly treated under
this section. If the issue is determined to be a backfit candidate by
the Section Chief, in accordance with the guidance of Section C above,
then a Backfit Identification Form (BIF) (Copy of Form attached as Ap-
pendix B) will be completed by the identifying staff member, within two
working days, and forwarded by the staff member's Section Chief, through
the Branch Chief, to the Division Director for disposition. Information
copies of the BIF should also be forwarded to the responsible DRP Secticr
Chief and Brarch Chief.

Division Director Disposition - Each Division Director receiving a BIF
will determine how to process the potential backfit within one week of
receipt, as follows:

a. If the Division Director considers that the position, if imposed,
would constitute a backfit, and that imposition of the backfit on
the licensee appears to provide substantial additional safety pro-
tection, then the backfit will be processed by the originating sec-
tion in accordance with Section D.3, 4, 6 and 7 below. If however
the Division Director believes that im~ ‘iate imposition of the
position is required to protect the p health and safety or the
common defense and security, then the <diate Imposition Procedure
of Section D.5 below should be implemented.

b. If the Division Director determines that the position, if imposed,
would not constitute a backfit because the proposed modification
is necessary to bring a facility into compliance witk a license or
the rules or orders of the Commission, or into conformance with
written commitments by the licensee, no regulatory analysis is re-
quired. Instead, the Division Director is to provide a documented
evaluation to support the proposed actien to the Regional Admini-
strator prior to taking the action. The evaluation shal' include
a statement of the objectives of and reasons for the modification.

i If the Division Director determines that the position, if imposed,
would constitute a backfit, but that imposition on the licensee
would not provide substantial additional safety protection or is
otherwise not necessary, then no further action on the issue should
be taken beyond documentation of this determination on the BIF and
in the Plant Specific Backfit System (PSBS), and the BIF should be
filed.

Regulatory Analysis (RA)

a. If the originating staff's Division Director determines that the
potential backfit constitutes backfitting, and it appears that im-
position will provide substantial additional safety protection, then
he is to direct that a RA be prepared. Preparation of the RA will
be the responsibility of the Section Chief whose staff identified
the backfit issue.
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The regulatory analysis shall generally conform to the directives
and guidance of NUREG 0058 and NUREG CR-3568, which are the NRC's
governing documents concerning the need for and preparation of
regulatory ~nalyses. In preparing regulatory analyses, the com-
plexity and comprehensiveness of an analysis should be limited to
that necessary to provide an adequate basis for decision-making
among the alternatives available. NUREG 0058, Section 111.A.2,
Scope of the Analysis, indicates that "The emphasis in (doing the
analysis) should be on simplicity, flexibility, and common sense,
both in terms of the type of information supplied and in the leve)
of detail provided." The following information and any other in-
formation relevant and material to the backfit shall be included
in the regulatory analysis, as available and appropriate to the
analysis:

(1)

(2)

(3)

(4)

(5)

A statement of the specific objective that the proposed backfit
is designed to achieve. This should also include a succinct
description of the backfit proposed, and how it provides &
substantial increase in overall protection.

A general description of the activity that would be required
by the licensee in order to complete the backfit.

The potential safety impact of changes in plant or operational
complexity, including the relationship to proposed and existing
regulatory requirements.

whether the proposed backfit is interim or fina) and if interim,
the justification for imposing the proposed backfit on an in-
terim basis.

A statement that describes the benefits to be achieved and the
cost to be incurred. Information should be used to the extent
that it is reasonably available, and a qualitative assessment
of berefits may be made in lieu of a quantitative analysis
where it would provide more meaningful insights, or is the only
analysis practicable. This statement should include considera-
tion of at least the following listed factors:

(a) The potential change in risk to the public from the acci-
dental offsite release of radioactive material.

(b) The potential impact on radiological exposure of facility
employees. Also consider the effects on other onsite
workers, due both to installation of procedural or hard-
ware changes and to the effects of the changes, for the
remaining 1ifetime of the plant.
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(c) The installation and continuing costs associated with the |
backfit, including the cost of facility downtime or the |
cost of construction delay. |

|
\

(d) The estimated resource burden on the NRC associater with
the proposed backfit and the availability of such re-
sources,

(6) A consideration of important qualitative factors bearing on
the need for the backfit at the particular facility, such as,
but not Timited to, operational trends, significant plant
events, management effectiveness, or results of performance
reports such as the Systematic Assessment of Licensee Perform-
ance.

(7) A statement affirming appropriate interoffice coordination re-
lated to the proposed backfit and the plan for implementation

(8) The basis for requiring or permitting implementation on a par- |
ticular schedule, including sufficient information to demon- |
strate that the schedules are realistic and provide adequate |
time for in-depth engineering, evaluation, design, procurement
installation, testing, development of operating procedures, |
and training of operators and other plant personnel, as appro- 1
priate. For those plants with approved integrated schedules, |
the integrated scheduling process can be used for implementing |
this step and the following two procedural steps.

(9) A schedule for staff actions involved in implementation and
verification of implementation of the backfit, as appropriate.

(10) Importance of the proposed backfit considered in 1ight of othe
safety-related activities underway at the affected facility.

¥ The completed RA and updated BIF will be forwarded for review by
the cognizant Division Director, and after the cor _urrence of the
Division Director is obtained, will be transmitted to the Regional
Administrator for approval. The Division Director should not ap-
prove the proposed backfit unless the Regulatory Analysis supports
the finding that there is a substantial increase in the overal]
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 the increased protection. If the Division Director de-
termines that further staff action is not warranted the BIF and RA
shall be filed. Disposition of the matter shall be entered in the
PSBS.




Approval of Backfit Posit

a. The Division Director whose staff has initiated the backfit issu
will forward the RA and BIF to the Regional Administrator for ap-
proval no later than four weeks fron the identiflcat‘cr of the bac
fit At the same time, the completed RA will be forwarded to the

Director of the appropr vate heaoquarters office having
program rea_cwsvb‘?V1v for the backfit issue (see Appendix C) The

Program Office will in this manner be formally kept apprised of an,

backfit issues and will be given the opportunity to comment on the

1ssue prior to its imposition on the licensee. Three workdays
should normally be sufficient

Divisior

The Regional Administrator, or the Deputy Regicnal Administrator
will either approve or reject the backfit within one week from re-
ceipt of the RA and the BIF. Approva) authority may not be redele-
gated If approved, the BIF information will be provided to the
DRMA, Programs Staff, Management Analysis for entry into the Bac
Data Base (BDE If not approved, the BIF and RA will be file

pporting analysis are approve

cuments ( (u., ) must be forwarded

to transmitting the documents tc
forwzard the backfit and supportir
licensee without awaiting feedback

J L Issuance, the backfit
f“r-d'“e‘ by the Coq*‘*aﬂt Divisior
transmittal should clearly identify

r

] Divis irector whose staff has originated the backfit
position believes that immediate imposition of the position is
necessary Lo protect the public health and safety or the comm
defense and security, then the backfit may be processed without
verformance of the RA In such cases, the EDO shall be prom
wtified of the action and a documented evaluation as described
1n Section 042 of NRC-0514 will be performed, if possible. pri
to the 1mposition of the backfit

In this instance a backfit parel will convene, chaired by the Re-
gional Administrator or Deputy Regional Administrator, attended by
the Projects Division Director or Deputy Director, and the Divisic
Director and Branch Chief whose staff initiated the backfit. A
representative from the headquarters office having program responsi-
bility for the backfit requirement should attend the backfit pane

meeting or articipate via telecor he headguarter represer

.
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will be designated by the Office Director. The cognizant Sectior
Chief will be responsible for presenting the issue including the
rationale for immediate imposition.

If the backfit pane) agrees with the need for immediate imposition,
the backfit will be forwarded, by the Regional Administrator, to
the Office Director of the headguarters office having progrem re-
sponsibility for the backfit issue. The Office Director will be
expected to act on immediate issuance of the backfit position withir
two working days from receipt of the request.

If approval for immediate issuance is not given by the Office
Director, then the backfit will be processed in accordance with
Sections D.3, 4, 6 and 7.

wWhether approval is given by the Office Director or not, the BDB
will be updated by the originating Section Chief by the forwarding
of a completed BIF to the DRMA, Programs Staff, Management Analyst
following the action by the Office Director.

6. Appeal "roces:

a.

The appeal processes are of two types:

(1) A licensee may appeal for withdrawal or modification of a staff
identified backfit position in accordance with this section; or

(2) When a licensee is informed that a claimed backfit is, in the
judgment of the NRC, not a backfit, the licensee may appeal
this determination to the Director of the program office having
responsibility for the program area relevant to the staff
position. A copy of the appeal should be sent to the EDO.

The rest of this section deals with the disposition of only staff-
identified backfits. Licensees should address appeals to the Re-
gional Administrator and should send a copy of the appeal to the
EDO. When an appeal is received in the Regional Office, it should
be forwarded to the Projects Division along with the other docket
related mail. The initiating Section Chief will arrange and issue
appropriate documentation for a first level appeals meeting in ac-
cordance with Regional Instruction 0550.1, Control of Significant
Licensee Meetings, with the appealing licensee in order to attempt
to resolve the issue. This meeting will be chaired by the cognizant
Division Director and be attended by the applicable Projects Divi-
sion Section Chief, and the Branch Chief and Section Chief whose
staff initiated the appealed backfit position or staff action. A
copy of the RA (if appropriate) will also be provided to the licen-
see, by the initiating Section Chief, in preparation for the appeals
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meeting. The first level meeting should normally occur within 2
weeks of receipt of the appeal, or, in the case of a licensee iden-
tified backfit, within 2 weeks of the approval of the RA.

The initiating Section Chief will draft a memorandum by which the
Regional Administrator will inform the EDO of the planned disposi-
tion of the appeal. The Regional Administrator is required to
notify the EDO of the planned disposition within 3 weeks of receiv-
ing an appeal. A copy of this memorandum will be forwarded to the
headquarters office having program responsibility for the backfit

or staff action and the BDB updated accordingly. This action should
normally be completed within 3-working days from the first level
appeals meeting.

A summary of the appeals meeting will be prepared by the initiating
Section Chief and forwarded to the licensee with copies to the EDO
and PDR. The result of the meeting with the licensee should take
the form of one of the following:

(1) The licensee agrees with the NRC staff that the backfit should
be implemented as imposed. In this instance, the appeal pro-
cesc in effect will be terminated pursuant to this instruction.

(2) The NRC agrees with the licensee that a backfit should be
withdrawn or modified 1f the backfit is to be modified, then
the backfit should be reissued in accordance with Section D.4.c
above, or if the Division Director whose staff originated the
staff action determines not to pursue the issue as a backfit
then it should be withdrawn.

(3) No agreement or final disposition 1s reached and a second leve)
meeting is scheduled.

If no agreement was reached at the meeting in Section 6.d above,
then the applicable initiating Section Chief will arrange for a
second level meeting with the appealing licensee in order to re-
attempt to resolve the issue. Normally, it should be attempted to
hold this meeting on the same day as the initial meeting. This
second meeting will be attended by the applicable Projects Division
Section Chief, the Division Director and Section Chief whose stzf*
initiated the appealed backfit or staff action and the Projects
Division Director or Deputy Director. The meeting will be chaired
by the Regional Administrator or Deputy Regional Administrator.

A summary of this second appeals meeting will be prepared by the
initiating Section Chief and forwarded to the licensee with copies
to the EDO and PDR. The results of this second meeting with the
licensee should take one of the forms specified in step D.6.d above
and the BDB will be updated accordingly.
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g. If no agreement was reached at the meeting in Section 6.e above,
then the initiating Section Chief will arrange for and issue appro-

priate documentatiun for a third meeting with the appealing licensee

in order to again attempt tc resolve the issue. This third meeting
will be held in headquarters and coordinated with the office having
program responsibility for the backfit or staff action. This thirc
meeting will be attended by the applicable Program Office Director
or Deputy Director, the Regional Administrator or Deputy Regiona’
Administrator, and other appropriate managers whose staff initiated
the appealed backfit position or staff action. The meeting will

be chaired by the cognizant Program Office Director o Deputy Direc-

tor. The cognizant program offices are identified in Appendix C.
The third level meeting should normally be conducted within two
weeks of the second level meeting.

h. A summary of this third meeting will be prepared by the initiating

Section Chief and forwarded to the licensee with copies to the EDO
and PDR.

1. At the conclu >n of this third meeting, the appeals process will
be considered .oncluded, regardless of whether the position of the
licensee or NRC staff was modified. A)1 information regarding the
appeals process will be updated in a timely manner and the results

of appeals process updated in the BDB by the initiating Section
Chief using revised Blfs.

Backfit Imposition

Following approval of the backfit position by the Regional Administrator,
and issuance to the licensee, the licensee will either implement the
backfit or appeal it. It should be noted that immediate effective Orders
must be implemented by the Ticensee, and are not subject to the backfit
appeal process since the licensee may request a hearing under 10 CFR Part
2. After an appeal and subsequent fina) decision by the NRC, the licer-
see may elect to implement a position resulting from the decision. 1If
the licensee dues not elect to implement the position, the position may
be imposed by Order of the appropriate Program Office Director.

Implementation of plant-specific backfit positions will be accomplished
on a schedule negotiated between the )icensee and the Cognizant Divisic:
Director. Scheduling criteria should include the priority of the backfit
relative to other safety-related activities underway or construction or
maintenance planned for the facility, and schedules and reasonable con-
straints thereon to maintain high quality construction and operations.
For plants that have integrated schedules, the integrated scheduling
process can be used for this purpose.

A staff-proposed position may be imposed prior to completing any of the
procedures set forth in this Regional Instruction, provided.the appro-
priate headquarters Office Director determines that prompt imposition
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is necessary to protect the health and safety or the common defense and
security. In this instance, the procedures of Section D.5 above will
be followed. In such cases, the EDO shall be notified promptly of the
action.

If prompt imposition is not necessary, staff proposed positions shall
not be imposed, and plant operation shall not be interrupted during t':
staff's initial evaluation and transmittal process, or a subsequent
appeal process, until a final action is completed by either the licensee
or by the NRC staff.

8. Information Requests Pursuant to 10 CFR 50.54(f)

A revision to 10 CFR 50.54(f) was issued with the September 20, 1985 re-
vision to 10 CFR 50.109. The revision generally requires that the NRC
prepare reasons for issuing information requests prior to issuance. Only
information requests seeking to verify licensee compliance with the cur-
rent licensing basis for the facility are exempt from the necessity to
prepare the reason or reasons for the request. Requests for informatior
to determine compliance with existing facility requirements including
fact-finding reviews, inspections and investigations of accidents or
incidents, usually are not made pursuant to Section 50.54(f), nor are
such reguests normally considered within the scope of the backfit rule.

A1) requests for information pursuant to 10 CFR 50.54(f) must be evalu-
ated to determine whether the burden imposed by the infermation request
is justified in view of the potential safety significance of the issue
to be addressed. The information request and the staff evaluation must
be approved by the Regional Administrator prior to transmittal of the
request for information to a licensee.

The Division initiating the request shall prepare the evaluation, whict
shall include at least the following elements:

a. A problem statement that describes the need for the information in
terms of potential safety benefit.

b. The licensee actions required and the cost to develop a response
to the information request.

£, An anticipated schedule for NRC use of the information.

k. Data and Recording Reguirements

The data identified in the Backfit Identification Form shall be entered into
the Backfit Data Base within 3 working days after any action which requires
updating of the BIF. The cognizant Section Chief is responsible for providing
the updated BIF to the DRMA, Programs Staff, Management Analyst for BDB entry.
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F. EDO Review

The EDO may review and modify any plant-specific backfit decision, at EDO
initiative or at the request of a licensee, in accordance with NRC-0514.

G. Effective Date

This instruction supers2des Region I Instruction 1600.100 Revision 1 dated
August 15, 1986 and is effective upon issuance.

Approved:

Thomas E. Murley
Regional Administrator

Date: L//{/gj

Enclosures:

i 8 Appendix A - Guidance for Backfit Determinations
2. Appendix B - Backfit Identification Form

3. Appendix C - Cognizant Headquarter Program Offices
4. Appendix D - Plant-Specific Backfit Flowchart
Distribution:

Office of the Regional Administrator

Division Directors

Chief, Administrative Management Branch (original)
Resident Offices
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APPENDIX A

Guidance for Backfit Determinations

General

In this section selected regulatory activities or documents are discussed in order
to enable regional staff to better understand the conditions under which a plant-
specific backfit may be recognized. It is important to understand that the neces-
sity for making backfit determinations should not inhibit the normal informa)
dialogue between the inspector and the licensee. The intent of this process is

to manage backfit imposition, not to quell it. The discussion in this Appendix

is intended to aid in identifying backfits in accordance with the principles that
should be implemented by all staff members. This Appendix is not intended to be
an exhaustive, comprehensive workbook in which can be found a paraliel example for
each situation that may arise. There will be some judgment necessary to determine
whether a staff position would cause a licensee to change the design, construction
or operation of a facility. In making this determination, the fundamental questior
is whether the staff's action is directing, telling, or coercing, or is merely
suggesting or asking the licensee to consider a staff proposed action.

Actions proposed by the licensee are not backfits when the actions result from
normal discussions between staff and Ticensee concerning an issue, even though the
change or additions may meet the definitions of Section C of this instruction.

Standard Review Plan (SRP)

The SRP delineates the scope and depth of staff review of licensee submittals
associated with various review activities. It is a definitive NRC staff interpre-
tation of measures which, if taken, will satisfy the requirements of the more
generally stated, legally binding body of regulations, primarily found in title

10 CFR. Since October 1981, changes to the SRP are to have been reviewed and
approved through a generic review process involving the Committee to Review Generic
Requirements (CRGR), and the extent to which the changes apply to classes of plants
is defined. Consequently, application of a current SRP in a specific operating
license (OL) review generally is not a plant-specific backfit, if the SRP was
effective 6 months prior to OL review (i.e., 6 months prior to docketing of the

OL application). Asking an applicant for an operating license questions to clarify
staff understanding of proposed actions in order to determine whether the actions
will meet the intent of the SRP is not considered a backfit.

On the other hand, using acceptance criteria more stringent than those contained
in the SRP or proposing licensee actions more stringent than or in addition to
those specified in the SRP, whether in writing or orally, are plant-specific back-
fits. During meeting with the licensee, staff discussion or comments regarding
issues and licensee actions volunteered which are in excess of the criteria in the
SRP generally do not constitute plant-specific backfits; however, if the staff
implies or suggests that a specific action in excess of already applicable staff
positions is the only way for the staff to be satisfied, the action is considered
a plant-specific backfit whether or not the licensee agrees to take such action.
A-1
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However, the staff should recognize that a verbally implied or suggested action
should not be accepted by a licensee as an NRC position of any kind, backfit or
not% qnly written and authoritatively approved statements should be taken as NRC
positions.

Applica@ion of an SKP to an operating plant after the license is granted generally
fs considered a backfit unless the SRP was approved specifically for operating
plant implementation and is applicable to such operating plant.

Regulatory Guides

As part of the generic review process pursuant to the CRGR Charter, it is decided
which plants or groups of plants should be affected by new or modified Regulatory
Guide provisions. Such implementation is therefore not governed by the plant-
specific backfit procedures. However, any staff proposed plant-specific implemen-
tation of a Regulatory Guide provision, whether orally or in writing, for a plant
not encompassed by the generic implementation determination is considered a plant-
specific backfit. A staff action with respect to a specific licensee that expancc
on, adds to, or modifies a generically approved regulatory guide, so that the
position taken is more demanding than intended in the generic positions, is a
plant-specific backfit.

Plant-Specific Orders

An order issued to cause a licensee to take actions which are not otherwise applic- }
able regulatory staff positions is a plant-specific backfit. An order effecting

prompt imposition of a backfit may be issued prior to completing any of the proce- {
dures set forth in this instruction provided that the appropriate Headquarters

Office Director determines that prompt imposition is necessary.

An order issued to confirm a licensee commitment to take specific action even if
that action is in excess of previously applicable staff positions, is not a plant-
specific backfit provided the commitment was not solicited by the staff with the
expressed or implied emphasis that such a commitment is necessary to gain accept-
ance in the staff review process. Discussion or comments by the NRC staff iden-
tifying deficiencies observed, whether in meetings or written reports, do not con-
stitute backfits. Definitive statements to the licensee directing a specific
action to satisfy staff positions are backfits unless the action is an explicit
already applicable regulatory staff positions.

Inspections

NRC inspection procedures are to govern the scope and depth of staff inspections
associated with licensee activities such as design, construction and operation.
As such, they define those items the staff is to consider in its determination of
whether the licensee is conducting its activities in a safe manner. The conduct
of inspection establishes no new staff positions for the licensee and is not a
plant-specific backfit.

A-2
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Staff suggestions to the licensee that the contents of an NRC inspection procedure
are positions that must be met by the licensee constitute a plant-specific backfit
unless the item is an applicable regulatory staff position. Discussion or comment
by the NRC staff regarding deficiencies observed in the licensee conduct of acti-
vities, whether in meetings or in written inspection reports, do not constitute
backfits, unless the staff suggests that specific corrective actions different from
previous staff positions applicable to the licensee are the only way to satisfy

the staff. 1In the normal course of inspecting to determine whether the licensee's
activities are being conducted safely, inspectors may examine and make findings

in specific technical areas wherein prior NRC positions and licensee commitments

do not exist. Examination of such areas and making findings is not considered a
backfit. Likewise, discussion of findings with the 1icensee is not considered a
backfit. If during such discussions, the licensee agrees that it 1s appropriate

to take action in response to the inspector's findings, such action is not a back-
fit provided the inspector does not indicate that the specific action- are the only
way to satisfy the staff and the Ticensee freely volunteers to take such action.

On the other hand, if the inspector indicates that a specific action must be taker.
such action is a backfit unless it constitutes an applicable regulatory staff
position.

For example, if the licensee commits to ANSI N18.7 in the SAR and the inspector
finds the licensee's implementing procedures do not contain all the elements re-
quired by ANSI N18.7, telling the licensee he must take action to include all the
elements in its implementing procedures is not a backfit. Likewise, if the in-
spector finds the licensee has included all the reguired elements of ANSI N18.7,
but has not included certain of the optional elements in its implementing proce-
dures, inspector discussion with the licensee regarding the merits of including
the optional elements is not a backfit. On the other hand if the inspector tells
the licensee that the impTementing procedures must include any or all of the op-
tional elements in order to satisfy the staff, inclusion of such elements is 2
backfit, whether or not agreed to by the licensee.

Notice of Violation (NOV)

A NOV requesting description of a licensee's proposed corrective action is not a
backfit. The licensee's commitments in the description of corrective action are
not backfits. A request by the staff for the licensee to consider some specific
action in response to an NOV is not a backfit. However, if the staff is not satis-
fied with the licensee's proposed corrective actions and requests that the licensee
take additional actions, those additional actions (whether requested orally or in
writing) are a backfit unless they are an applicable regulatory staff position.

Discussions during enforcement conferences and responses to the licensee's requests
for advice regarding corrective actions are not backfits; however, definitive
statements to the licensee directing a specific action to satisfy staff positions
are backfits, unless the action is an explicit applicable regulatory staff position.
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Bulletins

IE Bulletins and resultant actions requested of licensees undergo the generic re-
view process pursuant to the CRGR Charter. Therefore, in general, it is not
necessary to apply the plant-specific backfit process to the actions requested in
a Bulletin. However, if the staff expands the action requested by a Bulletin
during its application to a specific licensee, such expansion is considered a
planc.-specific backfit.

Reanalysis of Issues

Throughout plant lifetime, many inspectors have an opportunity to review the re-
guirements and commitments incumbent upon a licensee. Undoubtediy, there will be
occasions when ar inspector concludes the previously NRC approved licensee's pro-
gram in a specific area does not satisfy a regulation, license condition or com-
mitment. In the case where the staff previously accepted the licensee's program

as adequate, any staff specified change in the program would be classified as a
backfit.

For example, in the case of an NTOL, once the SER is issued signifying staff ac-
ceptance of the program contained in the SAR, the licensee should be able to con-
clude that his commitments in the SAR satisfy the NRC requirements for a particula:
area. If the staff was to subsequently require that the licensee commit to addi-
tional action other than that specified in the SAR for the particular area, such
action would constitute a backfit. If there was tacit acceptance by staff, being
silent on the issue for an extended period of time, then staff action to force
change would be & backfit.
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APPENDIX B
BACKFIT IDENTIFICATION FORM

Person Authorizing
Data Entry:

ENTER BACKFIT IDENTIFIER BELOW:

BACKFIT IDENTIFIER

123 45
Format (Starting position):
1 Office resp. for initiating backfit determination = R,S,E, or 1-5
2 ldentifier of backfit = R,S,E,L, or 15
R=NRR, S=NMSS, E=IE, L=Licensee, 1=Region 1 ... 5=Region 5
3 Plant abbreviation (5 positions)
€ Year initiatec (must be numeric, 2 positions)
5 Sequential number of backfit (must be numeric, 3 positions)

IDENTIFYING BACKFIT INFDRMATION
BACKFIT/PETITION DOCUMENT DESCRIPTION (360 CHARACTER MAXIMUM):
BACKFIT ISSUE SUBSTANCE (660 CHARACTER MAXIMUM):

BACKFIT DETERMINATION DATE (PREDICTED): (YYMMDD)

BACKFIT DETERMINATION INFORMATION
BACKFIT DETERMINATION DATE (COMPLETED): ) (YYMMDD)
WAS THIS DETERMINED TO BE A BACKFIT? (Y=YES, N=ND)
BACKFIT DETERMINATION SUBSTANCE (360 C!.ARACTERS MAXIMUM):
BACKFIT DETERMINATION ORGANIZATION (E.G. NRR/DL):
BACKFIT DETERMINATION OFFICIAL (LAST NAME, 18T INIT.):
REGULATORY ANALYSIS COMPLETION DATE: (YYMMDD)
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Person Authorizing
Data Entry:
APPEAL INFORMATION
APPEAL DATE (PREDICTED):
APPEAL DATE (COMPLETED):
APPEAL DESCRIPTION/STATUS (360 CHARACTERS MAXIMUM):
APPEAL ORGANIZATION (E.G., NRR/DL):
APPEAL OFFICIAL (LAST NAME, 1ST INIT.):

CLOSING ACTION INFORMATION
CLOSING ACTION DATE (PREDICTED
CLOSING ACTION DATE (COMPLETED):
CLOSING ACTION DESCRIPTION (360 CHARACTERS MAXIMUM):
CLOSING ACTION ORGANIZATION (E.G., NRR/DL):

CLOSING ACTION OFFICIAL (LAST NAME, 1ST INIT.):

B-2

Date:

Appendix B
RI 1620.1/0

(YYMMDD)
(YYMMDD)

(YYMMDD)

(YYMMDD)
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e .
Avr:', | C

- e

COGNIZANT HEADQUARTERS PROGRAM OFFICES

Inspection Relatec Eackfit Positions - Office of Inspection anc Enforceners
Enforcement Relatec Backfit Positions - Office of Inspection and Enforcement

Licensing Related Backfit Positions = Office of Nuclear Reactor Regulation,
except for:

9 Safeguards Issues = NMSS
* QA Issues - IE

4 EP Issues = 1E
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process a8 i stands (wha! with the
existing Commitiee 1o Review Generic
Requirements and the Commission’s
ircontegtable authority and ineluctable
responsibility 1o instruct the siafT), then
| doubt that rule laid upon rule will do
much to teach the Commission the virtue
of seli-discipline.

More specifically. the Commission
majority presut ably knows that the
backfit threshold criteris applied to
rulemaking would apply nol just on &
plani-specific basis (which it should be
recalled was the inten! of the original
backfilting initiative}. bul lo generic
decisions that may sffect dozens of

lents. and in fact 1o rulemaking on o//

u!l procedura! matiers. rulemaking that
may or may not have the remotesi
connection 1o what the public and our
license«s normally consider & plant
“backfit”. The scope of Commission
rulemaking responsibilities thus often
involves broad public policy
considerstions, and those
considerations can rise above elements
as simple as cost-benelit analysis to
reach issues as fundamental as faimess
and individual rights. The Cominission's
backfit rule. if applied to rulemaking
isell. will thus serve only to trivialize in
sy pearance and confuse in practice the
many factors to be weighed in
rulemaking

As cie small example of the morass
into which the Commission majonity has
wandered. consider (as the Commission
currently is considering) whether there
should be 8 requirement that radiation
workers be provided their dose records
annually. The “benefit” of this “backfit
of Commission rules may seem clear
but it might very well never pass the
cost-benefit test. Indeed. it is difficult to
imagine & rule that woutt involve the
human-factors element of plant
operalions, and that would also be
smenable to straightforward cos!-
benefit analysis

Rulemaking as it exists involves
numerous inherent procedurs! checks
and balances (o insure tha! each
proposa! is carefully considered prior to
adoption. Indeed. rulemaking is the
forum which provides the greates!
number of checks against arbitrary
action by the Stalf or Commission. Much
of the analysis (1nc/uding tosi-benefit)
which the new backfitling rule would
require is already done informally
throughout the process of considering
and edopting new regulations

If the Commission wishes 1o insure
stiii more structure in the rulemaking
process. structure which could take intc
sccount every single factor set forth in
the backfit rule and more, there are
ample means of doing so by simple
interns! agency management. Such

methods would reaffirm existing
Commission guidelines 10 the Stafl
withou! opening the door to edditional
needless litigation as a consequence of
vague new, lly enforceable.
Commission-created rights added to
those already available to all parties
under the APA.

The entire backfit rulemaking was
undertaken to order and
sccountability to plant modifications
herelofore somelimes imposed without
the benefit of systematic evaluation and
justification. In rulemaking per se. the!
objective has always been well within
the Commission’s grasp—it s, after all
the Commission that makes rules For
good measure, the Commission also has
the Administrative Procedures Act as 8
matier of law, and its own Commiltee to
Review Generic Requirements as &
matier of internal administrative policy
10 assis! it in carrying ou! such
considered decision-making Casiing the
.21 of the new backfit rule over
Commission rule-making (almost! as an
alterthought. as it happened in this case)
is thus at bes! en exercise in pointiess
sy nbolism. and at wors! potentially
destructive of the Commission’s entire
rule-making process

Unneeded law is bad law. and
unneeded regulation is bad regulation
The Commission majority has imposed
on this agency new regulatory
obligations in rulemaking the! are not
only unueeded. but which the
Commission majority itsell hopes and
trusts will be of little practical (i.e
legally enfogceable) consequence. To the
extent that this rule will affect
rulemaking it will therefore be a bad
rule. In sum. the Commission majority
has inexplicably insisted on fixing not
only what is. but what ain't broke. 1 wil

not be 8 party 1o such poor judgment

Lavironmental Impact: Categorical
Exclusion

The NRC has determined that this
fina! rule is the type of action described
in categorical exclusion 10 CFR
$1.22(¢c)(3) Therefore. neither an
environmental impac! statemen! nur an
environmental assessment has been
prepared for this final rule.

Paperwork Reduction Act Statement

This final rule does not contain & new
or amended information collection
requirement subject 10 the Paperwork
Reduction Act of 1980 (44 U S C. 3501 e/
seg ) Existing requirements were
spproved by the Office of Managemen!
and Budge!l. Approval Number 3150-
001

Regulatory Flexdbility Act Certification

in sccordance with the Regulatory
Flexibility Act of 1000 6 US.C 008(b)
the Commission hereby certifies tha!
this fina! rule. If promulgated. wil| not
have » significant economic impact on &
substantial number of small entities. The
affected faciiities are licensed under the
provisions of 30 CFR 50.21(b) and 10
CFR 50.22. The companies that own
these facilities do not fall within the
scope of “amall entities” as st forth in
the R loty Plexibility Act or the
Sma!l Business Size Standards se! forth
in regulatior. ssued by the Small
'tlln'!l mh.. SAration in 13 m "ﬂ
n.

List ¢ Subjects
10 CFR Part2

Administrative practice sand
procedure, Nuciear power plants and
resclors. hazardous waste

10 CFR Fort 80

Antitrust. Classified information, Fire
prevention. Incorporation by reference
intergovernmenta! relations, Nuclear
power plants and reactors. Penalty.
Rediation protection. Reactor siting
criteria. Reporting and recordkeeping
requirements

For the reasons se! out in th:
preamble and under the suthority of the
Atomic Energy Act of 1954 8+ amended
the Energy Reorganization Act of 1874
as amended, and 5 US.C 853, the NRC
is adopting the following smendments to
10 CFR Parts 2 and 50

PART 50~DOMESTIC LICENSING OF
PRODUCTION AND UTILIZATION
FACILITIES

1 The suthority ciuno;‘or Part 80
continues o read as follows

Authbority Secs 103 104, 181 182 180 188
180 88 Siat 836 837 4L U853 854 BL5 856 8
emended. sec 234 B3 Siat 1244, «s smended
(42 US C 2133, 2134, 2201, 2232 2200 2236
2239 2282) secs 2. 202 208 88 Siat 1242
1244 1248 a5 amended (42 USC 5841 8842
5846). uniess otherwise noled.

Sec 507 also lnsved under Pub L #5001
sec 10 92 Stat 2951 (42 US.C 8851) Sections
80 57(d) 40.58 50 91, and 5082 #lso issued
under Pub L 97415 96 Stal 2071 2073 (42
USC 2133 2239) Section 50.78 slso isrued
under sec 122 68 S1at 839 (2 USC n82)
Secuions 50.80-50.81 also issued under sec
16468 Sial 954 as amended (€2 USC 220
Sections 50 100-50 102 also lssued under sec
166 68 Sial 855 (42 US C 2236)

For the purposes of sec 223 66 Sisl U58 as
smended (42USC 2273) §§ 5010 (s) (b)
and (c) 50 44 50 46 50 48 50 54 and 50.80(e)
are issued under sec 1610 68 Siat B as
smended (42 US.C 2201(b)). §4 8010 (b) anc
fc) and 50.54 sre issued uncer sec 161, 68

5,3

(S g
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Slal MU ss amended (42 US.C 2201 (1)) and
§4 50.55(¢). 50.50(b] 8070, 8071 072 8073,
and 50.78 are Maved under sec 1810 38 Slat.
850 as amended (42 US.C. 2201(0)).

2 In § 50.54. paragraph (1) is revised to
read s follows:

{ 8054 Conditians of dcenses.

(1) The licensee shall 8t any time
belore tion of the license, upon
reques. of the Commission submit
written sistements. signed under oath or
affirmation, to enable the Commlssion to
e 10 Bs et S &

or
rev ‘ed Except for information sought
to verify licensee compliance with the
current licensing basis for that facility,
the NRC must prepare the reason or
reasons for each information request

or 10 lssuance to ensure that the

urden o be imposed on respondents is
justified in view of the potential safety
significance of the issue 1o be addressed
in the requested information Bach such
justification provided for an eveluation
performed by the NRC staff must be
approved by the Executive Director for
“perations or his or her designee prior
to issuance of the request

3 In § 50.108. parag:aph (a) is revised.
paragraph (b) is removed. paragraph (c)
is revised and redesignated as (b). and
pew paragraphs (c). (d) and (e) are
added to read as follows

§ 50109 Backfitung

(a)(1) Backfitting iz defined as the
modification of or addition to systems,
structures, components, or design of a
Iocil:y. or the design approval or
manufacturing License fqr a facility: or
the procedures ov Qrganitation required
to design. construct &r cpirete o fecility .
any of which mey result from & new or
amended provision in the Commission
rules or the imposition of a regulatory
stafl position Interpreting the
Commission rules tha! is either new or
different from a previously wpplicable
staff positio. afler:

{i) The date of issuance of the
construction permit for the facility for
facilities having construction perr
issued after Octlober 21, 1885; or

{ii) Six months befc ‘e the date o!
dockeling of the operating licanse
application for the facility for facilities
havi) 4 ennstruction permits issued
before October 21, 1985; or

(i1 Tue Gaie 0i issuance of the
operaling license for the fecility for
facilities having operuting licenses, or

(iv) The date of issuance of the design
approval under Appendix M. N or O of
this part.

(2) The Commission shall require 3
sy’ ematic and doulﬂmo: analysle
ursuant to ph (¢) of this section
or backfits m seeks 10 lmpose.
Imposition of & backfit E-' w0
paragraph (a)(4)(i1) of this section shall
not relieve the of
performing sn analysis after the fact to
document the safety significance and
oprmmm of the action takan,
3) Commission aball m the

increase (o the overall protection of the
public health and safety or the common
defense and security to be derived trom
the backfit and that the direct and
indirect costs of ementation fre that
facility are justified in view of this
increased

(4) The provisions of paragraph: (v )(2)
end (a)(3) of this section are
inapplicable and. therefore, backfit
aralyeis s not required and the
standard does not apply where the stafl
finds and declares, wi |ppnm¢h
documM ented evaluation for its finding.
either

(1) That # modification is necessary to
bring e facility into compliance with a
license or the rules or orders of the
Commission, or into conformance with
written commitments by the licensee: or

(ii) That an immediately effzctive
regulatory action Is necessary to ensure
that the facility poses no undue risk to
the public health and safety?

Such documented evaluation shall
include a statement of the objectives of
and reasons for the modification and the
basis for invoking the exception.

(b) Paragraph (&) of this section shall
not apply to backfits imposed prior to
Dctober 21, 1088

(¢) In reaching the determination
required by paragreph (a) of this section,
the Commission consider how the
backfit should be prioritized and
scheduled in light of other regulatory
activities :r'\ﬂoing st the facility and. in
addition, consider information
svallable concerning any of the
followling factors as may be appropriate
and any other information relevant and
melerial to the prorosed backfit

(1) Statement of the apecific
objectives that the proposed backfit is
designed 1o achieve:

"For those modifications which ure 0 ensure the!
the fucility poses no undie rak 0 the public health
and salely and which are no! dee aed 1o require
immediaiely eflective regulsiory sction. enalyses
arerequired these analyses however should not
lovoive coet considersions excep! only tnsolar ar
con! contributes 1o selectiug the solution among
various socepiuble oliernatives 10 ensuring
undue b 1o oublic health and salety

—

(2) General description of the activity
that would be required by the licensee
or MQM in order to complete the
bs

) Potentis! change in the risk o the
from the accidental ofl-site
relesse of redicactive material:
(4) Potential impact on rediclogical
exposure of facility employees.
(5) Installation and con cosls
associated with the back it including
the cost of facility downtime or the cos! |
of construction delay: |
d‘(:) ‘lhh’;'l:nﬂnl safety l:n’.lﬂ of |
nt or operationa |
ty, the relstionship o
proposed and existicg regulatory
requirements.
(7) The estimated resource burden on
the NRC ss=acisted with the proposed
backfit and the availability of such
resources.
(8) The potential impact of differences
in facility type. design or age on the
relev an&rcﬁauq of the
pro backfit;
9) Whether the backfit is
interim or final and. if interim, the
tification for imposing the proposed
ackfit on an interim basis.
(d) No licensing action will be
wi hheld during the pendency of backfit
analyses required by the Commission’s
rules }
(e) The Executive Director for
Operations shall be responasible for
implementation of this section and s!) |
analyses required by this section shsll |
be approved by the Executive Director |
for Operations or his designee.

4.In Appendix 0 to 10 CFR Part 50. »
new section (8) is added to read as
follows

£ppendix O—Standardtaton of
Design; Statf Review of Standard
Designs

8 Information requests to the approva!
holder n:nrdm; an approved design shal! be
evaluste or 10 lssuance 1o ensure that the
burden 1o be imposed on respondents ts
justified n view of the potential salety
significance of the lasue 1o be sddressed i«
the requested information Each such
evaluation performed by the NRC staff gha!
be in accordance with 10 CFR 80 54(1) and
shall be approved by the Executive Director
ior Operat.ons or his or her designee prior Lo
fssuance of the request

PARY 2—{AMENDED)

8. The suthority citation for Part 2
continues tc read as follows:

Authority: Secs 181, 181 08 Stal 948 852
s smended (42 U.S.C. 2201, 2231} sec. 191 @+
smended Pub L 84-8'5 76 Stat 408 (42
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USC 2241) sec 207 85 Sta! 1342 a0
emended (2USC 8841) S USC 852

Sec 2107 as issued under secs 5262 63 8)
100, 104 105 68 Siat 830 832 833 825 80
837. 838 s amended (12U SC 2073 2082
2080 11112133 2104 2135) sec 102 Pub L
#1190 63 Stal 853, as smended (42 USC
47192) sec. 301, 88 Sial 1248 (42 USC 5871)
Seclions 2102 23(5. 2104 2105 2721 also
wwsued under secs 102 103 104 105 183 189
82 Sial 836 837, 238 854, 855 as amended (42
USC 2132 2133 2154, 2135 2733 22%)
Section 2105 slso issved under Pub L 97-
415,90 Blal 2073 (42 US C 229) Bections
2.200-2.206 aiso issued under secs. 188 234
68 Sial 855 83 Sial 444, a5 amended (42
US.C 225 2282) sec 200 88 Sial 1240 (42
US C 5848) Sections 2.300-2.308 aleo issued
under Pul. L 97415 90 Slat 2071 (2USC
2133) Bections 2.800-2.806 nlsc lasued under
sec 102 Pub. L. 91-190. 83 Siat 853 se
amended (42 US C 4332) Sections 2.700s.
2781 also Issued under § US C 854 Sections
2754 2780 2.770. 2780 also issued under §
US.C 857, Section 2790 also issuved under
sec 103 88 Stal €38 s amended (2 USC.
2133) and 8 US C. 852 Seciions 2.800 and
2008 also issued under 5 US.C 853 Secto
2808 also issued under S US C 853 and sec
29 Pub L 85-256. 71 Stul. 579, as amended
(42 US.C 2000) Appendix A slso lasued
under sec 6 Pub L 91-580 84 Stat 1473 (42
USC 2138)

€ Section 2.204 is revised 1o read as
follows

§ 2200 Order for modification of kcense

The Commission may modify a license
by issuing an amendmen! on notice to
the licensee that the licensee may
demand & hearing with respeci 1o all or
any part of the amendment within
twenty (20) days from the date of the
notice or such longer period as the
notice may provide. The mmendment
will become effective on the expiration
of the 20-day period during which the
licensee may demand a hearing If the
licensee requests & hearing during this
20-day period. the amendment will
become effective on the date specified
In &n order made following the hearing
When the Commission finds that the
public health, safety. or interest so
requires. the order may be made
immediately effective If the amendinent
nvolves & backfit, the provisions of
§ 50109 of this chapter shall be
followed

Duted ot Washingion D.C. this 17th duy of
Seplember 1985

For the Nuclear Kegulatory Commussion
Semuel | Chilk,
Secrotary of the Commission
IFR Doc 85-22572 Filed 81685 843 am|
B0 COOE 70001

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Soclal Security Administration
20 CFR Part 404

[Regulation No. 4]

Feders! Old-Age, Survivors, end
Disability insurance; Listing of
Iimpairments—dentsl Disorders

Correctlion

In FR Doc. 85-20552 beginning on page
35036 in the issue of Wednesday, Augus!
28,1985, make the following corrections

1. On page 35040. third column
seventh line from the bottom, “of™
should read “or".

2 On page 35044, firs! column. in the
fourth Comment. sixth line, insert the
word “only” between “if" and “one".

3. On page 35045, third column, in the
third Comment. sixth line, *by" should
read “be”.

4. On page 35046, first column. in the
fourth Comment. second line from the
bottem, “patient's” should read
“patients”.

5 On page 35048 first column, in the
second Comment. first line, “larger”
should read “large".

6 On page 35048. firs! column. in the
first Response. twelfth line, “necessary’
should read "necessarily”.

7. On the same page. second column
in the firs! Response, second line from
the botiom. “individua!" should read
“individuals”. Also, in the third column
“12.04 Mental Retardotion" shou'd read
"12.05 Mento! Retordation™,

8 On page 35066, third column. firs!
complete paragraph. “including” should
read “include".

UG CLOE 150601

20 CFR Part 404

Soclal Security Benefits; Coverage of
Employees of Private Nonprofit
Organizations, Work Outside Unhted
States, Etc.

Correction

In FR Doc. 85-21321. beginning page
36571 in the issue of Monday, September
9. 1885 make the following corrections

On page 36572, first column, in the
DATES paragraph:

1.In the first and second lines. “(inser!
date of publication)” should heve read
“September 6. 1985"

2 In the eleventh linc "received”
should have read "receive”,

BILUNG COOE 1805014

Food and Drug Administration
21CFR Part 520

Oral Dosage Foim New Animal Drugs
Not Subject To Certification; Flunixin
Megiumine Paste

Aaency: Food and Drug Administration
Acmion: Fing!l rule

sumaany: The Food and
Administration (FDA) is smending the
animal drug regulations to reflec!
spproval of & raw animal drug
application (NADA) filed by Schering
Corp.. providing for Nlunixin meglumine
paste. The paste is for ors! use in horses
to alleviate inlammation and pain from
musculoskeletal disorders.
EFFECTIVE DATE September 20 1985
FOR FURTHER INFORMATION CONTACT:
Sandra K. Woods. Center for Velerinar,
Medicine (HFV-114). Food and Drug
Administration. 5600 Fishers Lane,
Rockville, MD 20857, 301 -443-3420
SUPPLEMENTARY INFORMATION. The
Schering Corp.. Galloping Hill Rd..
Kenilworth. ] 07033 has filed NADA
137408 for Banamine@® Paste (Nunixin
meglumine). Flunixin meglumine paste is
for the alleviation of inflammation and
pain associated wilh musculoskeleta!
disorders in horses. The NADA is
approved and the regulations are
amended to reflect the approval. The
basis for approval is discussed in the
freedom of information summary

In accordance with the freedom of
information provisions of Part 20 (21
CFR Par1 20) and § $14.11(¢)(2)(1i) (21
CFR 514 11(e)(2)(ii)). 8 summary of
salety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Mnna.emen@rnnrh
(HFA-~305). Food and Drog
Administration, Rm. =02, 5600 Fishers
Lane, Rockville. MD 20857, from § s.m
10 4 p.m. Monday through Friday

The agency has deiermined under 21
CFR 25.24(d)(1)(1ii) (April 26, 1985. 50 FR
16636) tha! this sction is of a type that
does not individually or cumulatively
have » significant effect on the human
environment Therefore, neither an
environmenta! assessment nor an
environmental impac! statement is

required.
List of Eubjects in 21 CFR Pert 520
Animal drugs. oral use

Therelore. under the Federal Food.
Drug. and Cosmetic Act and under
suthority de'egated to the Commissione:
of Food and Drugs and redelegated 1o
the Center for Velerinary Medicine, Pant
$20 is amended as follows




