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Attached is the Office of the Inspector General's (0IG) report

on our review of NRC Management of Reporting Requirements Under
10 CFR Part 21. The report makes eight recommendations. On
October 19, 1990, the De 4ty Executive Director for Nuclear
Reactor Regulation, Regional Operations and Research provided his
comments on a draft of our report. The Deputy Fxecutive Director
agreed with seven of the eight recommendations. He disagreed
with recommendation 1.

We have reviewed his comments and asked the Office of the General
Counsel to review our concern regarding recommendation 1.

The Office of the General Counsel provided their commnents on
November 9, 1990. Based on our findings regarding recommendation
1 and the Office of the General Counsel's opinion, we believe
that recommendation 1 should be implemented. Therefore, we are
submitting, under separate cover, a request to the Executive
Director for Operations to provide a resolution to recommendation
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REVIEW OF NRC MANAGEMENT OF REPORTING
REQUIREMENTS UNDER 10 CFR PART 21

EXECUTIVE SUMMARY

INTRODUCTION

The Office of the Inspector General (0IG) has reviewed the
Nuclear Regulatory Commission's (NRC) implementation of
procedures and management of reports received in accordance with
the Code of Federal Regulations, Title 10, Part 21 (10 CFR

Part 21), "Reporting of Defects and Noncompliances." Part 21 of
Title 10 establishes procedures and requirements for licensees
and vendore to report defects and noncompliances associated with
egquipment, components and material to NRC.

NRC iasued 10 CFR Part 21 to meet the reguirements of Section 206
of the Energy Reorganization Act of 1974, as amended. Section
206 requires notification to NRC of: 1) any failure to comply
with the Atomic Energy Act of 1954, as amended, or any applicable
rule, regulation, order, or license of NRC relating to
substantial safety hazards, and 2) any defect which could create
a substantial safety hazarxd.

OBJECTIVES AND SCOPE

The objectives of our review were to determine:

1. if 10 CFR Part 21 and proposed revisions are adequate
for assuring compliance with Section 206 of the Energy
Reorgarization Act of 1974, as amended; and

25 if NRC's management of 10 CFR Part 21 is adequate to
assure propeir resolution of defects reported.

016G conducted its review from August 1989 through April 1990,
During the review, OIG held discussions with over 125 different
individuals employed by NRC and NRC licensees. OIG visited the
five NRC Regional Offices and 14 different commercial nuclear
reactor sites. OIG reviewed and gathered documents from various
NRC organizations.

0IG analyzed the 1974 enactment of Section 206 of the Energy
Reorganization Act by Congress, the 1977 issuance of 10 CFR Part
21 by NRC, and proposed revisions to Section 206 and 10 CFR Part
21 (from 1985 to the present).



EINDINGS

At the result of this review, 0OIGC has identified concerns in
three areas: 1) NRC actions associated with commitments made
after the nuclear accident at Three Mile Island, 2) management of
10 CFR Part 21 reports within NRR, and 3) management of 10 CFR
Part 21 reports within NM 3.

CONCLUSIONS

NRC has not completed its commitments in implementing TMI Action
Plan II1.J.4., August 1980 was the original date for proposing
revisions to 10 CFR Part 21. As of October 31, 1990, the
Commission had not approved a final revision to 10 CFR Part 21.

Based on our review of NRR's Management of 10 CFR Part 21
reports, OIG believes improvements can be made to make the systenm
more accurate, reliable, and effective.

Section 206 of the Energy Reorganization Act of 1974 and its
legislative history does not clearly show that Congress was
concerned with NMSS type licensees. Although NRC decided to
include NMSE in the scope of the rule, NMSS has not developed a
pelicy or program for its implementation.

RECOMMENDATIONS

As a result of the findings identified during this review, 01G
has provided eight recommendations for resolution of the findings
in this report.

AGENCY COMMENTS

The Deputy Executive Director for Nuclear Reactor Regulation,
Regional Cperations and Research provided comments on a draft
copy of this report on October 19, 1990 (See Appendix VI). The
Deputy Executive Director agreed with all recommendations except
recommendation 1. In recommendation 1, 0OIG recommended the
Executive Director for Operations submit to the Commissioners a
revision to 10 CFR Part 21 that includes a specific time frame in
the rule itself for the evaluation of deviations. The Deputy EDO
respcnded that the staff had previously recommended such
revisions to the Commission, but the Commission did not approve
them. The Commission instructed the EDO to revise 10 CFR Part 21
to provide for the evaluation of deviations "as soon as
practicable" and that a specific timeframe he discussed in the
Spplemental Information.

OIG is concerned that the inclusion of a specific time frame in
the Supplemental Information would have little or no regulatory
effect if the agency sought to take enforcement actio

Therefore, 0IG requested the Office of the General Counsel (0OGC)
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to review this concern and to determine what effect the
Supplemental Information would have as a regulatory tool. OGC
deternined that NRC's current proposed revision to 10 CFR Part 21
would not be enforceable unless the licenseée or vendor included a
gpecific time frame in their procedures. Specifically, 0OGC
opined that:

Section 21.21 as finally proposed establishes no fixed
deadline for completion of the reguired evaluation which
can be enforced. The discussion explaining the section
serves to encourage the affected persons to establish
reasonable target dates in their procedures for evaluation
of deviations. It also suggests that 60 days would be a
reasonable period for completion of such evaluation.
However, as the regulation is written (requiring nominal
time limits in connecticen with evaluation procedures) and
as the explanation is preasented the 60 day period would
have no binding effect as a deadline. (See Appendix VII
for the full text of 0G.'s opinion.)

0IG believes that without the inclusion of a specific timeframe
in the text of the rule, NRC's regulatory effectiveness under 10
CFR Part 21 will be lessened. In addition, we believe that a
specific timeframe in the rule meets the intent of Section 206 of
the Energy Reorganization Act of 1974, as amended. Therefore,
01G is reguesting, under separate ccver, that the EDO provide
resolution for recommendation 1.
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REVIEW OF NRC MANAGEMENT OF REPORTING
REQUIREJMENTS UNDER 10 CFR PART 21

INTRODUCTION

The Office of the inspector General (0IG) reviewed the U.S.
Nuclear Regulatory Commission's (NRC) implementation of
procedures and management of reports received in accordance with
the Code of Federal Regulations, Title 10, Part 21 (10 CFR Part
21), "Reportiry of Defects and Noncompliance," Part 21 of Title
10 establishes the procedures and reguirements for licensees and
vendors to report defects :nd noncompliances associated with
equipment, components and material to NRC.

NRC issued 10 CFR Part 21 to meet the requirements of Section 206
of the Energy Reorganization Act of 1974, as amended. Section
206 requires notification to NRC of: 1) any failure to comply
with the Atomic Energy Act of 1954, as amended, or any applicable
rule, regulation, order, or license of NRC relating to
substantial sofety hazards and 2) any defect which could create a
substantial safety hazard. (See Appendix I for the complete text
of Section 206 and definitions associated with 10 CFR Part 21.)

Background

A Uo.gressionai committee made Section 206 part of the Energy
Reorganization Act of 1974, The identified intent of Section 206
wag to: 1) upgrade the system of detecting and anticipating the
defects that increasingly had plagued the nuclear power industry
and threatened its safety record and 2) assure NRC had prompt
information concerning defects in major components of facilities
subject to licensing which could create a substantial safety
hazard.

The legislative history revealed Congress believed electric
utilities usually had no way of knowing that a sealed,
prefabricated part was defective until it triggered a shutdown
costing tens of thousands of dollars a day in lost generating
capacity. Component failures were cited as accounting for more
than half of the abnormal occurrences in nuclear power plants
reported to the Atomic Energy Commission in 1973. Additionally,
the Cengressional committee dealing with enactment of Section 206
believed that NRC's need for informaticn on nuclear defects was
equal to the Consumer Product Safety Commission's need for
product safety information.

Secticn 206 of the Energy Peorganization Act of 1974 also
required NRC to publish rules and regulations, as necessary, to
assure appropriate implementation of that section. NMNRC issued 10
CFR Part 21 in June 1977 and it became effective in August 1977.



Part 21 of Title 10 requires that directors and responsible
officers of firms and organizations building, operating, or
owning NRC licensed facilities, or conducting NRC licensed
activities to report defe:ts and noncompliances in basic
components that could create a substantial safety hazard. Also
covered by this regulation are directors and responsible officers
of firms and organizations supplying basic components and safety
related design, testing, inspection, and consulting services.

Organizations covered by 10 CFR Part 21 must adopt procedures to
assure that deviations are evaluated to determine if a defect
exists that could create a substantial safety hazard. Such
evaluated defects must be brought to the attention of responsible
officers. The procedures must also describe the method for
notifying officers. Responsible officers must notify the NRC
either orally or in writing within two days of learning that a
defect exists. If oral notification takes place initially, a
written report must be filed within five days of learning of the
defect. Responsible officers who deliberately fail to report
defects to the Commission are subject to a civil penalty.

The 1979 nuclear reactor accident at the Three Mile Island
Nuclear Power Station (TMI) affected the reporting reguirements
identified in 10 CFR Part 21. As a result, NRC published
NUREG=0660, "NRC Action Plan Developed as a Result of the TMI-2
Accident." NRC developed the Action Plan tec provide a
comprehensive and integrated plan to NRC to correct and improve
the regulation and operation of nuclear facilities.

As part of this plan, Action Item II.J.4, "Revise Deficiency
Reporting Requirements," stated as its objective, "To clarify
deficiency repurting regquirements to obtain uniform reporting
and earlier identification and correction of problems." The
description of this action said NRC would improve 10 CFR Part 21l
or Section 206, as necessary, to assure the prompt reporting cof
all reportable items and the submittal of complete information.
August 1980 was the completion date for the acticns to resolve
this item.

Within NRC, two offices have the primary regulatory authority
over licensees and vendors responsible for reporting under 10 CFR
Part 21. The Office of Nuclear Reactor Regulation (NRP) has
responsibility for the licensing and regulatory oversight of
nuclear reactors in the private sector. These include both the
nuclear power reactor~ operated by electric utilities and non-
power research reactors, such as those operated by various
universities. NRR manages the 19 CFR Part 21 process with
licensees and vendors associated with the construction and
operation of these reactors.



The Office of Nuclear Material Safety and Safeguards (NMSS)
administers the regulation of nuclear materials, as distinct from
nuclear reactor facilities. NMSS regulates nuclear materials by
conducting three broad programs in the areas of fuel fabrication,
material safety, and waste management activities. According to
the Director,NMSS, his office manages the 10 CFR Part 21 process
with material licensees having national significance.

NRC's five Regional Offices also regulate both reactor and
nuclear material activities. The Regional Offices manage the
10 CFR Part 21 process with material licensees located in their
regions which do not have generic implications of national
significance.

Obiectives

0IG developed two objectives for this review:

s to determine if 10 CFR Part 21 and proposed revisions
are adequate for assuring compliance with Section 206
of the Energy Reorganization Act of 1974, as amended;
and

2, to determine if NRC's management of 10 CFR Part 21
reports is adequate to assure resolution of defects
reported,.

Sgope

0IG conducted this r-~view from August 1989 threcugh April 1990,
0IG initially limit. ts review of 10 CFR Part 21 reports (and
associated documentation) to those received by NRC from January
1986 to December 1989. O0IG was originally toid that no
computerized tracking system existed for those reports submitted
before 1986; however, the tracking system and files for earlier
10 CFR Part 21 reports were found when the audit field work was
nearly completed. OIG determined that the dates originally
selected were adequate for completing the objectives of the
review. Therefore, OIG did not perform a review of the pre-1986
10 CFR Part 21 report files., OIG believed reports submitted
before 1986 would not reflect the current NRC program for
managing 10 CFR Part 21,

0IG analyzed the 1974 enactment of Section 20¢ of the Energy
Reorganization Act by Congress, the 1977 issuance of Part 21 by
NRC, and proposed revisions to Section 206 and 10 CFR Part 21
(from 1985 to present).

0IG learned during this review that other NRC rules for reporting
to the agency are closely associated with 10 CFR Part 21. One
such rule is that dealing with reporting of construction
deficiencies (10 CFR 50.,55e). Another is the immediate
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notification reguirements for operating nuclear power reactors
(10 CFR 50.72). One other rule is the licensee event report

system (10 CFR 50.73)., O0IG reviewed the other rules only with
respect to their impact on NRC's management of 10 CFR Part Z1.

During the review, OIG held discussions with 30 NRC personnel in
Headquarters, 24 NRC Regicnal personnel, 35 NRC Resident
Inspectors, and 37 licensee representatives employed by 12
utilities. OIG interviewed Headquarter's representatives within
the Offices of: 1) Nuclear Reactor Regulation (NRR), 2) Nuclear
Material Safety and Safeguards (NMES), 3) Investigation (OI),

4) Enforcement (OE), 5) the General Counsel (OGC), 6) Nuclear
Regulatory Research (RES), 7) Analysis and Evaluation of
Operational Data (AEOD), 8) the Secretary of thke Commiesion
(SECY), and 9) the Commissioners (OCM). OIG traveled to the 5
Regional Offices and 14 different commercial nuclear power sites.

Methodology

0IC established specific audit methodology to determine if:

1) 10 CFR Part 21 meets the requirements of Section 206; 2) NRC's
internal procedures and instructions provide adequate guidelines
for assuring compliance with 10 CFR Part 21; 3) NRC's
implementation of procedures and instructions is adeqguate for
assuring resolution of 10 CFR Part 21 reports submitted; and

4) NRC's tracking system for 10 CFR Part 21 reports submitted is
adequate for its intended use, accurate in the infermation
provided, and assures that issues identified are resolved prior
to closure,

0IG reviewed and gathered documents from the various Headquarters
Offices, Regional Offices, Resident Inspector Offices, and
licensees contacted during the review. OIG compared the
legislative history associated with the enactment of Section 206
of the Energy Reorganization Act of 1974, as amended, to the
original 10 CFR Part "1 issued in 1977 and various proposed
revisions initiated between 1985 and the present.

01G evaluated a stratified statistical sample of 10 CFR Part 21
reports submitted to HKRC between January 1986 and December 1989
as identified in the 10 CFR Part 21 Log maintained by the Generic
Communications Branch, NRR. OIG chose the sample population from
all 10 CFR Part 21 reports identifizd as "Cloged."

01G conducted this review in accordance with generally accepted
Government auditing standards.



EINDINGS

As the result of this review, 0IG has identified concerns in
three areas: 1) NRC actions associated with commitments made
after the TMI accident, 2) management of 10 CFR Part 21 reports
within NRR, and 3) management of 10 CFR Part 21 reports within
NMSS, Specifically, these concerns are:

Actions associated with commitments made after TMI
1B Commitments to the President's Commission on the
Accident at Three Mile Island dealing with revisions

to 10 CFR Part 21 and/or Section 206 scheduled for
1980 are not complete.

Management of 10 CFR Part 21 reports within NRR

2 The tracking and accountability of 10 CFR Part 21
reports submitted is inadequate.

- Many 10 CFR Part 21 reports have remained
unresolved since 1986,

- The number of 10 CFR Part 21 reports recorded
is overstated because many entries in the
tracking log are not 10 CFR Part 21
reportable issues,

- NRR performs some of the 10 CFR Part 21
duties required of licensees and vendors.

- Follow=up on 10 CFR Part 21 reports assigned
to action offices is not routinely performed.

*x Follow=-up by Regional Offices is
not always consistent or clearly
understood.

* % One action office did not receive
59 reports assigned to it from 1986
and 1987,

* The licensee for Comanche Peak was
not aware of and had not evaluated
67 reports potentially epplicable
to the Comanche Peak Nuclear Power
Station.

-- Verification of completion for licensee and
vendor actions does not always occur.



o 10 CFR Part 21 reports are not uniquely
identified.

3. Documentation supporting resolution of 10 CFR Part 21
reports is insufficient and not centrally located.

4. Internal procedures and instructions are outdated.

5. 10 CFR Part 21 training is inadequate.
Lack of pelicy and program within NMSS

6. Due to uncertainty associated with the enactment cf
Sectieon 206, it is unclear whether 10 CFR parc 21
should include NMSS.

y NMSS h. 1ot established a policy concerning management
of 10 CrR Part 21 reports.

8. NMSS has not defined how to resolve submittal of 10 CFR
Part 21 reports.

During this review, OIG told appropriate NRC officials of those
10 CFR Part 21 reports which had not been addressed and appeared
to require immediate attention.

RETAILS OF THE REPORT

The following sections detail the information obtained during the
review which provide the basis for the identified findings. The
details address revision to 10 CFR Part 21 as the result of the
TMI accident, NRR management of 10 CFR Part 21 reports, and NMSS
management of 10 CFR Part 21 reports.

REVISION To 10 CFR PART 21 - TMI

As a result of the Three Mile Island nuclear reactor accident in
1979, NRC published NUREG-0660, "NRC Action Plan Developed as a
Result of the TMI-2 Accident." NRC developed the Acticr Plan to
provide a comprehensive and integrated plan for the actions
judged necessary by NRC to correct and improve the regulation and
operation of nuclear facilities. The experience from the
accident and the official studies and investigations of the
accident were the basis for the plan.

As part of this plan, Action Item I1I.J.4, "Revise Deficiency
Reporting Requirements," states as its objective, "To clarify
deficiency reporting requirements to obtain uniform reporting
and earlier identification and correction of problems." The
description of this action says NRC would improve 10 CFR Part 21,
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as necessary, to assure the prompt reporting of al isonable
items and the submittal of complete informatior \ L 198
che completion date for proposing actions t ! this item.

1S

In an October 1980 memorandum to the Director, Office of
Standards Development, che Director, Office © xns;e tic

Enforcement (l1E), proposed 12 revisions to 10 CFR Part ”1 (S

Appendix II). he memorandum pointed out that 10 CFR Part
required revision in responc2 to the TMI Action Plan based
former Office of Inspection and Enforcement's experience.

-

Director, IE, noted that lE had identified multliple problens

dur.ng their inspections of the application of 10 CFR Part
The memorandum addressed two major conceins. one was 1ir
implementing the reporting requirements witnh non-licensees.
The other dealt with the need to drop duplicate reporting
requirements for licensees identified in different 10

A
sections
oS0 4008 .

Documentation indicates the next atte pt to revise 10
did not occur until the issuance of SECY~85-399 1n

SECY 85-399 was intended to: 1) drop duplicate evaluatic
reporting; 2) set up a uniform threshold for reportable def
3) set up time limits for evaluation and 3ol ng:; and 4)
a uniform content for reporting. C

approve these revisions,

dald not

In an Jctober 1986 memorandum to the Executive Director f«
Operations, the Secrptary of the Commission said, "The
Commission...believes that the rulemaking package should
revised to...eliminate changes to the current Part 21 wit
exception of )e provision that reporting under 50.55(e)
50.73 satisfies Part 21.,"

NRC staff made additional attempts to revise 10 CFR Part
They submitted three additional SECY papers dealing with
revisions to 10 CFR Part 21 to the Commission between March
and August 1989, The Commissioners did not adopt any of
proposed revisions f« L Né ification of rulemaking.
Comments provided by t ommissioners informed the staff
actions necessary to prov An acceptable revision to 10 ¢
are 21. (See Appendix 11 T summary of proposed revisilo
QIG believes the most 3N sion ir

and March 1988 SECYs 3 1ncluc J a time frame
evaluation of de.la\xcnr. The as 3ECY, 1ssued 1n
states the : elieves 1é 0 days 1s adequate f
most deviations. Thils provision 18 cluded in the
information to the proposed rule and is not a requir

~ T~

0IG asked _ . ) ¢ d opinil
need for a spec ed timeframe for evaluation of

‘
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.
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those who responded, 69%.2 percent said they believed that a time
frame was necessary. Another 9.6 percent said to leave the rule
as it was. The remaining 21.2 percent did not offer a specific
response to the gquestion posed. Of those not offering a specific
response, many said problems with vendors extending the
evaluation process and not reporting promptly will continue if a
specific time frame is not included. They said this occurred
because the ruie does not include a time frame for evaluating
deviations.

Conclusion

NRC has not completed its commitments in implementing TMI Action
Plan Item II.J.4. August 1980 was the original date for
preposing revisions to 10 CFR Part 21. However, the first formal
submittal of a proposed revision for 10 CFR Part 21 to the
Commissioners did not take place until 1985. Additionally, at
the time 0IG completed its field work for this review, the
Commission had not approved a final revision to 10 CFR Part 21.

Section 206. as enacted by Congress, reguires the immediate
notification of defects which could create a substantial safety
hazard to the Commission, OIG believes having a time frame for
the evaluation of deviations better meets the intent of Congress'
desire to assure NRC has prompt information concerning defects
with substantial safety hazards.

NRR_MANAGEMENT OF 10 CFR PART 2l REPORTS

The Office of Nuclear Reactor Regulation (NRR) directs all
license and inspection activities associated with the design,
construction, and operation of nuclear power plants and nonpower
reactors. 1In 1590, there are 112 power reactors licensed to
operate, 3 scheduled for completion by 1995, and 7 partially
completed but with construction deferred. 1In addition, there are
48 nonpower reactors licensed in 27 states, with one under
construction and one having a construction permit pending. There
are thousands of vendors who supply parts and services for these
reactors.

Within NRR, the Generic Communications Branch (OGCB), Division of
Operational Events Assessment, has the primary responsibility for
coordination of 10 CFR Part 21 reports received by NRC,
Additionally, OGCB:

Develops guidance and guidelines for immediate
corrective actions...resulting from screening of
operational events. Analyzes vendor and construction
deficiency reports, significant event related generic
safety issues and potential generic safety questions
identified by Regional offices; and identifies
appropriate Agency actions to minimize the recurrence
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OGCB records all documents received from DCD and all documents
identifying 10 CFR Part 21 related information as 10 CFR Part 21
reports in the Log. O0IG discovered many documents either have
nothing to do with 10 CFR Part 21 or do not contain information
which meets the reporting requirements of 10 CFR Part 21.

OIG found that "NO21" is coded for many entries. This means
these items are not 10 CFR Part 21 issues and should not have
been sent by DCD as 10 CFR Part 21 reports. OIG found that
"NO21" is coded for 60 (13.8 percent) of the entries in the Log
from January 1987 to December 1983,

Additionally, OIS found 93 (51.1 percent) of the 182 10 CFR Part
21 report entries for 1989 do not meet the regquirements for
reporting under the rule. These 93 reports provide either 1)
follow-up information to previously submitted 10 CFR Part 21
reporte, 2) statements of actions taken on previously reported
issues, 1) reports of "potential" rather than "actual" 10 CFR
Part 21 defects, or 4) other various types of information that
are not 10 CFR Part 21 issues. Many of these items are cross
referenced to other entries in the Log. O0OIG found the same
condition exists for 1986 to 1988 as well.

NRR 1s Performing Duties of Licensees and Vendors

In review of the Loy, 0IG found many entries for "potential"
rather than "actual" defects reported. Part 21 of Title 10
requires the reporting of defects which could create substantial
safety hazards. It does not require the reporting of potential
defects, Defects are identified when evaluations are performed
for deficiencies which may create substantial safety hazards.

If vendors do not perform their own evaluation of a deviation,
they must infosm licensees cr purchasers of products or services
with the deviation so they may cause the deviation to be
evaluated. Those regulated by 10 CFR Part 21 are required to
maintain records to assure compliance with the regulations set
forth by the rule.

0IG discovered NRR has assumed scme responsibilities for
evaluating defects identified in 10 CFR Part 21. Since taking on
this responsibility, NRR has not documented its evaluations. 0IG
found no documentation to support that “potential" defects had
ever been evaluated. O0IG was told i~ these cases NRR usually
determines the items are not safoty significant and no further
action is warranted. Additionally, NRR provides no written
justification for making such a determination.

NRR 1s not required to accept reports of "potential" defects.
However, if NRR accepts the report of a "potential" defect it
should assure that an evaluation takes place to resolve the
questionable item. When NRR determines "potential" defects

10



require no further evaluation by licensees or vendors, NRC has
become the evaluator and should document its decision., If NRR
deterrmines further action is warranted, NRR should assure that
either the vendor or affected licensees make an evaluation. This
would assure compliance with the reguirements of 10 CFR Part 21.

OGCB Performs Little Follow-up with NRC Action Offices

OGCB initially reviews each 10 CFR rart 21 report and decides
what actions are necessary. OGCB then determines if it will take
responsibilit; for coordination of required actions to resclve
the reported issue, If not, OGCB will assign this responsibility
to another action office. OGCB then uses the Log to document
responsibility for resolution and closure.

01G found that OGCB does not routinely follow up to assure the
assigned office took action to resolve the 10 CFR Part 21
reports.

01G reviewed the Log for the period January 1987 through December
1989 which showed 574 documents recorded as 10 CFR Part 21
entries, Of these, OGCB retained responsibility for resolving
290 (50.% percent) reports. OGCB assigned the Vendor I.spection
Branch (RVIB) in NRR 192 (33.6 percent) reports. OGCB assigned
the remaining 91 (15.9 percent) reports to various other action
offices. OIG has determined that, once assigned by OGCB, the
management process for the resolution and close out of repcrts is
noct always effective.

0IC reviewed 4 of the 91 10 CFR Part 21 reports received between
1987 and 1989 that were tranesferred to technical branches within
NRR. The OIG review showed: one report received no action;
actions taken for another report were indeterminate; one report
was rescived:; and the last repcrt was still open. However,
according to the Log, this report was closed in March 1988, OGCB
said they perform little follow-up to reports sent to other
cognizant technical branches to assure resolution and closure.

OGCB assigns some 10 CFR Part 21 reports to the Rejions for
action. OGCB uses the code "NGTR" (considered non-generic =~
arsign to Region) in the Log to show that a Regional office is
respensible for resolution. O0IG fourd that one Region was not
aware "NGTR" meant the Region should vake follow=-up action for
such coded reports. This Region had not taken any action on 10
CFR Part 21 reports coded this way befcre the CIG review.
However, the Region did start action as a result of OIG's
finding.

01G discovered the Vendor Inspection Branch (RVIB) did not
receive 59 assigned reports from 1986 and .987. Of these, 38 had
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originally been assigned to the former Vendor Protection Branch
in 1986, Based on this 01G finding, RVIB is currently taking
actions to resolve these reports,

0I1G prompted a discovery that Comanche Peak licensee personnel
were not aware of 67 separate 10 CFR Part 21 reported issues
cortained in the OGCB Log and Region IV 10 CFR Part 21 Log. This
occurred because NRC's Comanche Peak Special Project personnel at
Headgquarters did not supply the information to the site. As a
result, Comanche Peak licensee representatives began a review of
these reports to determine their impact.

Verification of Actions Taken Needs Strengthening

0IG is concerned with the OGCB method of assigning closure codes
and verifying actions taken. Appendix IV to this report
identifies the closure codes used in the OGCB Log to identify the
various nethods used to close 10 CFR Part 21 reports. OIG was
unable to find any procedure or instruction defining the
application for these codes. Additionally, no criteria exists
which defines required actions before applying the codes.

0IG is particularly concerned with the staff's fregquent use of
the codes VASU (Vendor Actions Sufficient) and LISU (Licensee
Actions Sufficient) for closing 10 CFR Part 21 reports. OIG
analyzed the repcrt closure codes for 1988 and 1989. OIG found
"VASU" and/or "LISU" applied to 50 percent (69/138) of the
reports closed in 1988 and to 62.7 percent (69/110) clr~~ed in
1989, In addition, OIG was told many of these closed reports
have no additional informaticn tc support the staff's
determination other than that initially reported.

Representatives of OGCB and RVIB told OIG these codes show they
have determined that 1) the issues have been adequately
identified, 2) the appropriate licensees or vendors have been
informed, and 3) appropriate corrective actions have been
proposed to resolve the identified defects. They did not believe
further actions were warranted.

NRC personnel in the Regions do not routinely perform inspections
to assure action on 10 CFR Part 21 reports unless directed by an
Information Notice (IN), a Bulletin or the "NGTR" closure code.
However, OIG discovered that different Regional Offices follow up
on 10 CFR Part 21 reports in different ways. Two Regions did not
have any follow-up format in place, even though their Regional
instructions show the requirement for follow-up. The other three
Regionz perform follow-up actions on reports affecting nuclear
power stations in their regions. These three Regions have an
open item list which identifies 10 CFR Part 21 reports affecting
the various sites in their region. The Regional Office
personnel, Special Projects personnel, and Resident Inspectors
(RI) interviewed said follow=-up is performed in accordance with
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the requirements identified in the inspection procedures listed
in the mandatory inspection program for their sites,

OGCB and RVIB representatives said they believe Regional
inspectors and RIs perform follow-up action for INs at the
nuclear power stations. Some RIs said they did not follow up on
INs unless directed by the Region or a Temporary Instruction.
Some Regional personnel gaid RIs can determine on which reports
they will follow up., OIG was told limited resources within NRC
prevented follow-up on all INs written as the result of 10 CFR
2art 21 activities. However, 0IG found there were only 42 INs
identified in the closure codes for resolving 10 CFR Part 21
reports from 1986 to 1989. OIG believes this number of INs is
not a significant number of INs regquiring follow-up over a four
year period.

NRR officials informed OIG that, if the 10 CFR Part 21 process
fails, NRC has other methods to assure thut nuclear reactor
facilities are safe for operation, such as: 1) Resident
Inspector and Region based inspections; 2) the licensee event
reporting ~ystem under 10 CFR Part 50.,73; 3) the immediate
notification reguirements for operating nuclear power reactors
under 10 CFR 50.72; and 4) the Systematic Assessment of Licensee
Performance inspections conducted on a regularly scheduled basis.
Representatives from NRR said these programs provide the agency
with confidencs that substantial safety hazards will not go
undetected, even if a 10 CFR Part 21 issue has not been
adequately resolved.

10 CFR Part 21 Reports Need common Identifier Numbers

0IG found there is no consistency within NRC for maintaining a
gpecific reference number for 10 CFR Part 21 reports. NRC does
not maintain a specific number for 10 CFR Part 21 reports like
other NRC generated documents (for example, Information Notices,
Bulletins, Generic Letters).

The NRC Document Control Desk assigns a ten digit accession
number to 10 CFR Part 21 reports it receives. OGCB then assigns
a five digit identification number. NRC does not communicate
this five digit number to the reporting licensee or vendor, OGCB
said all NRC personnel involved with any particular 10 CFR Part
21 repor’ should always use the assigned five digit number for
any reference. O0OIG discovered some Regionai Offices have also
assigned their own 10 CFR Part 21 report numbers to those reports
affecting nucliear power stations in their regions. 1Individuals
cannot refer to one specific 10 CFR Part 21 report number for
discussion purposes when performing follow~up activities. This
also occurs when additional communication on the reported issues
is8 necessary with others outside NRC,
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duplicate distribution of information several times over the
period c¢f a year, resulting in a waste of resources to review
redundant information.

some licensees said receipt of information contained in the Log
would be helpful to them in review of issues potentially
affecting their nuclear power stations. These licensees said a
document similar to a NUREG published for Licensee Event Reports
would be of use to them.

01G presents these observations to NRR management for
consideration with no specific recommendations.

gonclusion

Rased on its review of NRR's management of 10 CFR Part 21
reports, 016G believes improvements can be made to make the system
more accurate, reliable and effective.

OIG found the system for tracking and accounting for 10 CFI

part 21 reports is not accurate and contains information th t
overstates the number of reporte received. 1In addition, the
system does not provide accurate and reliable information on the
status of 10 CFR Part 21 reports. The number of open 10 CFR
Part 21 reports is growing and a large number are still
unresolved after four years.

0IG found that NRR performs little follow-up on licensees' and
vendors' actions to assure that such actions have in fact taken
place. OIG recognizes NRC has other programs to identify
probjems at reactor and vendor sites, but these programs tend to
be reactive in nature. The intent of Section 206 and NRC's
implementing regulations in 10 CFR Part 21 is to identify defects
before they can become a risk to the health and safety of the
pubiic at the reactor sites.

In addition, the files, reccrds and other documentation which
provide evidence of actions taken on 10 CFR Part 21 reports are
not centralized, sometimes non-existent, or inadequate to assure
that corrective actions have been effective,

Little or no formal traininc has been provided o those personnel
having direct responsibility for overseeing the resolution of 10
CFR Part 21 reports.

NMSS MANAGEMENT OF 10 CFR PARY 21 REPORTS

NMSS directs all license and inspecticn activities associated
with fuel fabrication an! related facilities., NMSS also directs
licensing and inspection activities with users of nuclear
material and transport of nuclear material. NMSS license and
inspection activities alsoc include organizations involved with
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safe management and disposal of low level and high level nuclear
wvaste, as well as decontamination and decommissioning of
facilities and sites. 1In 1990, there are 12 fuel fabrication and
related facilities licensed to operate. Additi.nally, NRC has
issued about 8,000 licenses for medical, academic, and industrial
uses of nuclear materials. There are over 7 million clinical
procedures using radicactive material performed annually for
diagnosis and 200 thousand for treatment of patients.

Universities, co.leges, and other academic institutions use
nuclear material in course work and research. Industrial
applications such as radiography, gauging devices, gas
chromatography, weil logging, and smoke detectors also use
nuclear material.

The Director, NMSS, said that NMSS has not implemented a policy
or procedures related to 10 CFR Part 21, He said NMSS has not
regulated material licensees for 10 CFR Part 21 because there
never was a firm belief that Section 206 applied.

01G discussed the enactment of Secticon 206 and issuance of 10 CFR
Part 21 with the Director and Deputy Director, NMSS, and one of
the originators of 10 CFR Part 21. These individuals were in the
former Office of Standards Develcopment (0SD) when NRC initiated
the rule.

Th2y informed OIG that NRC managenent directed OSD to develop
¥RC's regulation for implementing the reguirements of Section
206, They said they believed Congress, in enacting Section 206,
had been concerned with vendors who supplied components to
nuclear reactor facilities. Also, Congress wanted cto make
venacrs responsible for their defects and the concern with
defective components was the implication to all nuclear power
reactors.

These former OSD employees said OSD held discussions with
legislative representatives and everything discussed pointed to
a concern with cperating reactors. They discussed the scope of
the legislation with the Commission and all context was in terms
of nuclear pcwer reactors., Furthermore, the emphasis of Section
206 was on safety and the assumption of reducing basic major
accidents from oc.urring. They said, because Section 206 did
not omit NMSS types of licensees and vendors, NRC management
determinad the scope of the rule was to include NMSS,

gonclusion

OIG learned tiat NRC's understanding of the original enactment of
Section 206 of the Energy Reorganization Act of 1974 was unclear,
The available ligislative history does not clearly show that
Congress was concerned with NMSS type licensees.
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1f 0GC determines Section 206 is applicable to NMSS or the EDO
decides to leave NMSE licensees in the scope of 10 CFR Part 21,
016 recommends:

b, the Director, NMSE, establish a policy for
NMES management of 10 CFR Part 21 with its
licensees and vendors, including the
development of instructions and a tracking
system for managing that policy.

To improve the effectiveness of NRR's management and resclution
of 10 CFR Part 21 reports, OIG recommends:

6. the Director, NRR, review and revise the Manual
chavters and Inspection Procedures used to describe
NhR's management and regulation of 10 CFR Part 21
reports;

% the Rey.ional Administrators review their procedures
to assure consistency witn procedures revised by
Headguarters; and,

8. the Director, NRR, consider consolidating all
procedures and instructions pertaining to 10 CFR
Part 21 issues into a singl” source document,

AGENCY COMMENTS

The Deputy Executive Director for Nuclecr Reactor Regulation,
Regional Operations and Research providea comments on a draft
copy of this report on October 19, 1990. The Deputy Executive
Director agreed with all recommendations except recommendation 1,

In Recommendation 1, OIG believed the revision te 10 CFR Part 21
should include in the text of the rule a specific timeframe for
the evaluation of deviations to identify defects which could
create substantial safety hazards. In his response, the Deputy
EDO stated that staff has previously recommended to the
Commission such revisions, but the Commission did not approve the
proposed revisions.

The Commission directed the EDO to revise 10 CFR Part 21 to
provide for the evaluation of deviations to identify defects "as
soon as practicable" and that the staff should discuss a specific
timeframe for evaluation of deviations in the Supplemental
Information.

After reviewing the Deputy EULC's comment and the revised proposed
revisions, OIG requested OGC t. review the issue to determine
whether the inclusion of a specific timeframe in the Supplemental
Information would be enforceable from a regulatery standpoint,
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0GC provided their comments by memorandum dated November %, 1990
(See Appendix VII), OGC informed OIG that, "Valid regulations
have the force of law. lxplcnatori material accompanyin

t

a
regulation has no force in and of itself. It carries vo?qht only
to the extent it helps to clarify a regulation that is open to
interpretation.”

The 0GC analysis further points out that as the regulation is
written (requiring nominal time limits in connection with
evaluation procedures) and as the explanation is presented, the
60 day period referred to in the Supplemental (nformation would
have no binding effect as a deadline. According to OGC, the only
way the 60 day time limit or some other specific time limit would
pbe enforceable is if it were included in the procedures of
licensees and vendors.

016 believes the inclusion of a specific timeframe in the
regulation would be more effective as a regulatory tool and would
meet the intent of Section 206 of the Energy Reorganization Act
of 1974 as amended. The purpose of Section 206 was to 2psure
that the Commission has prompt information concerning satet)
defects. Therefore, OIG is requesting the EDO, by separate
memorandum, to review recommendation 1 and to reconsider the need
to include a specific timeframe in the regulations.

Q1G ANALYSLS OF STAFE COMMENIS

Enclosure 1 to the Depuly IDO's response to the draft report
contains the staff's comments regarding certain findings
presented in 0IG's draft repcrt. Following is OIG's analysis of
the staff's comments where OIC believes the staff may not have
fully understood our concein.

QLG _EINDING

The number of 10 CFR Part 21 reports recorded is overstated
because mzn; entries in the tracking log are not 10 CFR Part 21
reportable 1ssues.

gtaff Comment

The staff agrees that some notifications contained in the
tracking log are not 10 CFR Part 21 notifications. OGCB, due to
variance of interpretations of the rule's roporting requirements
throughout industry, frequently receives notifications from
licensees and vendors which report "potential" defects or are not
specifically identified as 10 CFk Part 21 notifications. This
typically occurs because the licensee or vendor is unsure whether
the identified deviation meets the reporting requirements of 10
CFPR Part 21. 211 of these notifications are treated by O5CB as
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if they were reportable 10 CFR Part 21 issues and appropriate
actions (such as initial screening, entry into the 10 CFR Part 21
tracking system, and, if warranted, detailed follow-up review or
issuance of a generic communication) are taken. NRR does not
perform its evaluation to determine if the reported deficiency
represents a substantial safety hazard that should have been
reported under 10 CFR Part 21. NRR performs these actions to
carry out its safety responsibility to identify ar. address
potentially significant safety issues. NRR actio. are not
dependent upon whether the notification meets the legal
regquirements for reportability contained in 10 CFR Part 21. NRR
actions are considered a conservative approach to carrying out
its safety responsibility.

QLG _FINDING

NRR perforrme some of the 10 CFR Part 21 duties required of
licensees and vendors.

Stafl Comment

The staff does not agree with the 016 finding. As nuted above,
NKR does not review information submitted by licensees and
vendors to determine if the deficiency creates a substantial
safety hazard and was properly reported in accordance with 10 CFR
Part 21. NRR reviews information to determine if it reprecents
a significant safety issue and if all potentially affected
licensees have been properly informed. NRR activities do not
assume the duties and responsibilities of licensees and vendors
of evaluating defects identified, nor do they relieve licensees
and vendors of their responsibilities to perform their own
evaluations or cause the evaluation to be conducted by licensees
or purchasers or products or services. The staff, through its
audit and inspection activities, examines the effectiveness of
licensees' and vendors' programs to fulfill their 10 CFR Part 21
obligations. The NRC staff does prudently consider all
information which it receives which bears on reactor safety.

QLG _Anaiysis

01G is addressing these two findings and the stafr's comments as
one because they are interrelated.

One of the objectives of OIC audit was to review NRC's management
of 10 CFR Part 21 reports. In order tc accomplish this objective
01G needed to know how many Part 21 reports were reported to NRC
and how the staff handled the reports through resolution,
Resolution to OIC meant that the reported issue was addressed by
the affected licensee, veiified by *he cognizant regional office,
and reported back to OGCB for closure.
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E ENERGY KEORGANIZATION ACT QF 1374
1§ ASSOCIATED WITH 10 CFR PARI 24

the Energy Reorganizatiol C f 1974 states:

(a) Any individual director, or responsible
officer of a firm constructing, owning, operating, or
supplying the components of any facility or activity
which is licensed or otherwise regulated pursuant tc
the Atomic Energy Act of 1954 as amended, or pursuant
to this Act, who obtains information reasonably
indicating that such facility or activity or basic

omponents supplied to such faritity or activity~=-~
(1) fails to comply with tae Atomic
Energy Act of 1954, as amended, or any

1
applicable rule, regulation, order, O1I
license of the Commission relating tc
substantial safety hazards, or
(2) contains a defect which could
reate a substantial safety haz:
defined by regulations which ti

shall romulgate,

ard, as
€ s

] 1otify the Com
of such defect
the C¢
5t ©OF

knowingly and ne
notice required by subsection
t to a ¢civil penalty

ovided tior

rements of this section shall Dbe

on the premises ly facility

se¢ regulated pursuant to the Atomic
as anmended,

The Commission is author )d to conduct
reasonable inspections and other enforcement
ivities as needed to ilnsure comp ance with the

risiong of his section.
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corporation, partnership or other entity. 1In the case of an

individual proprietorship, director means the individual,

Responsible pfficer means the president, vice-president or other
individual in the organization of a corporation, partnership, or
other entity who is vested with executive authority over

activities subject to the rule.

Deviation means a departure from the technical requirements

included in a procurement document,.

Procurement document means a contract that defines the
requirements which facilities or basic components must meet in

order to be considered acceptable by the purchaser.

Evaluation means the process accomplished by or for a licensee to
determine whether a particular deviation could create a

substantial safety hazard.

Defect means: (1) a deviation in a basic component delivered to a
purchaser for use in a facility or an activity subject to the
rule if, on the basis of an «valuation, the deviation could
create a substantial safety hazard; or (2) the installation,

use, or cperatiocn of a basic component containing a defect as

defined in (1); or (3) a deviation in a portion of a facility
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MEMORANOUM FOR: Robert B. minogue, Director
Office of Stancards Development
FROM: Victer Stello, Jr., Director
Office of Inspection and Enforcement
SUBJFCT: RECOMMENDED REVISION TO 10 CFK 21 BASED ON 1E EXPERIENCE -

TMI ACTION PLAN ITEM 2.0.4

The purpese of this memorancum 15 to request preparation of a revision teo

10 CFR 21 which, 1n my view, i3 necessary to permit proper inspection ane
enforcement actions. We have fdentified multiple probiems during 1€ inspect
tions of the application of 10 CFR 21 anc from meetings concerning 10 CFR 21
whieh 1 have hae with severa) Nuclear Steam System Suppiiers. The TM] Action
Pian coes require 1E to propose changes to 10 CFR 21 baseo on its inspection
ant enforcement experience.

1E experience indicates that most of the prodlems in implementing the reporting
reguirements of 10 CFR 21 are with non=licersees, For example, we have noted
\horainate celays by one non-licensee in evaluation of potential substantia)
sefety hezards, which under current rules covld remain in the evaluation
pt=ess for an ingefinite time. I am especially concerned that & safetys
related event could occur at an operating licensed facility while the
FeCOgnied cavedtive defect remains unreported ang in the process of evaluation
by & non=licensee.

1E experience with 10 CFR 21 reports from licensees indicates 8 need to
eliminate ouplication of reporting requirements between the various applicadle
sections of the regulations. The IE staff is evaluating the pros and cons of
revising reporting requirements for each type of Yicense to eliminate cuplice
tion and to incluge the provisions of Sectien 206 of the Reorganization Act,
This would result in making 10 CFR 21 applicable specifically to non=licensed
organizations, We wil) acvise you separately of the results of that evaluation,

The fellowing summarizegproblems relative to 10 CFR 21 and proposed solutions:

1.  Predlem: Licensees have generally cuplicative reporting requirements
under CFR 21 and other sections of 10 CFR such as 50.72, 50.36, and 50.5%(e).
This has caused some confusion, duplicate roporting, and unnecessary effort by
1icensees, especially those covered by both 10 CFR 50 and 10 CFR 21.

CONTACT: J. M. Taylor, 1€
46-27068
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§. Probiem: The current requirements permit directors and responsidble
officers to remain aloof and uninformed concerning patentially reportadle
prodlems uncer 10 CFR 21 guring the period from fdentification threugh evalua-
tion and unti] subordinates make a positive cetermination that the prodlem 1s
required to be reported to the NRC, Thereby the person with maximum Judgment
capability and experience, as well as maximum responsibility uncer the law,
Femaing detached during the prodlem fdentification/evaluation procass which 1n
some cases s taking more than one year to complete. This situation could be
especially detrimental to safety when potential problems are of "immeciate
safety significance” as defined adbove.

Proposed Solution: Revise 10 CFR 22 to require that the designated director
or E?;Ebns3bio officer be informes of al) potentially reportable problems
affecting an cperational reactor under 10 CFR 21 coincident with the prodlem
being refecred to the appropriate withinscompany group responsible for evalua-
ting the problem. 10 CFR 21 should further require that such director or
officer cetermine whether the problem is or is not of "immediate safety
significance". If he determines that it 15, he should be required to report
that item to the NRC within 48 hours while having evaluation of the problem

continued.

6. Problem: After a problem is first identified as potentially reportadle
uncer | 21 by an individua) within a licenste's or non=licensee's organie
zatien, inordinate celays (as long as 12 menths) are occurring before the
prodlem 13 even referred to the appropriate, within=company group responsible
for evaluating the problem. Such celays are currently additive to evaluation
times before an ftem is referred to a resporsidle officer or g¢irector for
pessible reporting te the NRC,

Propesed Solution: Revise 10 CFR 21 te specifically limit the time between
first icentification of a potentially reportable problem uncer 10 CFR 21 and
the time 1t 1s referred for evaluation to a maximum of fourteen (14) days.

7. Prodlem: There is no control of the time extent being utilized to

evaluate potentially reportable prodlems uncer 10 CFR ¢l after they are

referred to the responsitle within=company evaluation group. IE experience

ingicates that in some cases evaluation is tasing more than cne year to
smplete.

Proposed Solution: 10 CFR 21 should be revised to require the designated
girector or responsible officer to approve the time span permitted for evalya-
tion after he has been informed of a potentially reportable prodblem and after
he has determined whether such problem is or is not of “immediate safety
sfgnificance”. The NRC should be notified of permitted time spans for problems
of "immediate safety significance" and periodically notified for any other
problem for which the time span exceeds six (6) months.

8. Prodlem: In those cases where a supplier-purchaser relationship is not
invelved, 10 CFR 21 currently allows destruction of records of evaluation of
pote.ifally reportable problems after a within-company determination has

indicated that a substantia) safety hazard is not involved. Destruction of
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$UcCh records has hindered JE ‘nepections to insure that potentially reportadble
probiems are Lhoroughly evaluated at organizations such as Nuclear Steam
System Suppliers and Architect/Engineers

Proposed Solution Revise 10 CFR 21 to require retention of records of
evaluation of potentially reportable problems: the duration of retention
should be the same as specified for quality assurance records maintained under
4«0 CFR $0 Appencix B

i Problem 10 CFR 21 currently waives notifi-ation of NRC of a reportable
problem 11 the responsidle ingividua) has actua) knowledge that the Commissior
has Deen adequately informed This has Yed to a number of instances where
telephone calls or other nordocumented means of communication are regarded as
acequate notification increasing the possibility of {nadecuate followug
concerning a substantial safety hazard
pr olutior Revise 10 CFR 21 to recuire that the only acceptable and
rec means of informing the Commission is through & written report
sub noaccorcance with any of the NRC reporting requirements with the
reg nclude the information currently required by 10 CFR 21 2I1(b)(3)
10 Problem 10 CFR 2] current)y mits NRC contact for additiona) informas
Li0h concerning & reported problem to the party who fnftiated the report
This has restricted NRC's adility to obtain important information For example.

nen a cefective vendur supplied component is reported by an architect/encineer
NRC should nave the option to require the responsible vendor te supply nformas
tion concerning other purchasers and users of the same cefective ¢ mponent
Proposed Solutior Revise 10 CFR 21 to state that any party associated with a
reportec problem may be required to sube y adgditional information related to
the cefect or failure to comply

il inspections have indicated that some organizations subject to
10 CF not established management controls and procedures t¢ assyre
that all provisions of that regulaticn are met This problem was the subject
of IE Information Notice No. 79-30 cated December 6, 197¢
Prog yt | Revise 10 CFR 21 to require affected organizations te
establish management controls and procedures to ensure compliance with the
regulation 10 CFR 50, Appendix B should be referenced as includ ng
acceptable criteria for this action.
12. Problem: For certain reactor plants, one organization fs the designer
and constructor and, in some cases, is also the operator. Thus, under 10 CFR
¢1 defini.ions, basic components are never "delivered" Jnder a "procurement
document” as with most plants where a supplier-purchaser relationship exists
In the case where one organization fulfills multiple roles, the practice has
grown of identifying and correcting 10 CFR 21 problems without reporting such
F
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Proposed Solvtion: Revise 10 CFR 21 to ascress such intracentity celivery of
457¢C components without 4 procurement document and to require appropriate
reporting.

[ recognize that solving some or the above problems may require changes to
autnor131n8 legislation. Therefore, with the copy of this letter to the
Offfce of Executive Lega) Director, I am requesting that a legal opinion be
forwarded to you on whether the above identified protlem areas can be resolved
by rulemaking. Wherever solutions can be obtained by rule revision, 1 urge
proceeding. IE will be receptive to any alternate solutions to the fcentified
psog:QMl ang will support efforts required to craft actus) language to change
1 R 21,

. I would appreciate being informed of actions you take on this matter,

- '

Vigter Stello, Jr.

Director

Office of |nspection
ang Erforcement

Distridytion:

K. K. Shagar, ELD
Stelle, If

C. Devoung, IE
Thempson, IE

. Meseley, IE
Thornburg, IE
Sniezex, IE
TOy"O". 1E
Grier, R]
0'Reilly, RII
Keppler, RI1!
Seyfrit, RIV
Engelken, RV
Murray, ELD
Reinmuth, lE
Campbel), SO
Russel), NRR
Berson, ELD
Peranich, 1E

Ipttnbs_x(..bat.t_.x T O D <
t)—‘mtvx_(pvx't.xon

SEE PREVIOUS YELLOW FOR CONCURRENCES

WPU:SM  RC! A/D:RCI  DO:RCI  D:RCI FFMS] D:RO1 0D: 1€ D:1E
10/17/80 MPeranich GReinmuth JTaylor KThornburg JSniezek NMoseley RDeYoung VEte)lo
JOB K 10/ /80 10/ /80 10/ /80 10/ /80 10/ /80 10/ /80 10/ /80 10/ /8¢







e A e e b e e S e s B e e S e s o s e e e e e S S e S LSS5 e

APPENDIX I11
Page 2 of &

alternative was fully responsive to the Commission's Octcber 1986
direction regarding amendments to 10CFR21 and 50.55(e). It would
have eliminated duplicative evaluation and reporting, established
a uniform threshold for defects that needed to be reported,
established a uniform content for safety defect reporting, and

made other minor changes.

The second alternative, in addition to the items listed for the
first alternative, would also have established time limits for
evaluation and reporting of defects, extended the time limit for
submittal of written 10CFR21 reports following the initial
notificatien, required construction permit holders to notify

vendors of vendor-related defects, and made other minor changes.

The staff recommended that the Commission approve publication of
the proposed amendments in the second alternative. It should be
noted that NM§S, RES, NRR, and Regions I, II, III and IV all
specifically endorsed the second alternative proposed. Most of
these cited as the reason for their endorsement the additional
requirement of defining a specific time frame for performance of
evaluations., Other Office endorsements of the proposed revisions

did not cite a preference of cne alternative over the other, but
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no comments were made to disagree with the identified time frame

for evaluations.

in a June 1988 memorandum, the Secretary indicated the Commission
had approved the second proposed revision with modification, one
being the removal of the time frame for evaluation. The
Commission's proposed wording weuld have those covered by the
rule, "Evaluate deviations to identify defects as soon as
practicable." The Commission directed the staff to discuss in
the Supplemental Information to the rule the Commission's belief
that, in most cases, 30 days is a reasonable time to complete the

evaluation of deviations., The staff responded with a new SECY.

SECY-BB~258 was issued in September 1988 responding to the
direction provided in the Secretary's memorandum of June 1988,
The proposed 30 day time frame for evaluation of potential
defects was removed from the text of the rule. Instead,
timeliness of evaluation is discussed in the Supplemental
Information in the proposed Federal Register Notice. In summary,
this discussion indicates that 30 days is a reasonable time to

perform an evaluation,
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This SECY was approved by the Commission in Octcber 1988,
including the proposed Federal Register Notice to be published
requesting cocmments on the rule ~hange. The Federal Register
published these proposed revisions in November 1988,

Published in August 1989, SECY 89-246 was initiated to obtain
approval to publish final amendments that clarify the criteria
and procedures for the reporting of safety defects by licensees
and non~licensees and reduce duplicate reporting. The SECY
identified that 35 separate entities commented on the proposed
amendments published in the [federal Reaister in Novenber 1988,
According to this SECY, over half of the persons responding to
the proposed amendments commented that 30 days was not adequate
for evaluation of more complex issues. Based on these comments,
the supplemental information in this new SECY indicated the staff
believed that most deviations should be evaluated within 60 days.
Additionally, the proposed reviced rule reguired that procedures
for evaluating potential defects and failures to comply specify
nominal time limits for the completion of each phase of the
evaluation process. It was recognized that, in taking regulatory
actions, the times which are specified in the procedures are

nominal targets only.
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CLOSEQUT ACTION CODES USED IN THME
A0 SER 21 10C MAINTAINED

BY IHE GENERIC COMMUNICATIONS BRANCH

ABRREVIATIONS
“ VASU

= BUIS
| INIS
cTBI

FRNW
NGTR
LPSP

NO21
LIsU
R18C

RGEC
PADC

DEVE
HACH

SLOSEQUT ACTION CODE MEANING
VENDOR ACTIONS SUFFICIENT
BULLETIN ISSUED

TNFORMATION NOTICE 1SSUED

COGNIZANT TECHNICAL BRANCH
INFORMED

FAILURE CONSIDERED RANDOM
OR NORMAL WEAR

CONS1 JERED NON-GENERIC,
ASEIGN TO REGION

CONSIDERED LOW PRIORITY SAFETY
FROBLEM

ITEM I8 NOT A TRUE 10CFR21 1SSUVE
LICENSEE ACTIONS SUFFICIENT

RECOMMEND TECHNICAL
SPECIFICATION CHANGES

RECOMMEND NRC REGULATORY GUIDES
OR STANDARDS CHANGES

REQUIRE PROCEDURAL OR
ADMINISTRATIVE CHANGES

REQUIRE DESIGN VERIFICATION
REQUIRE HARDWARE CHANGES

NOTE: There is no procedure or instruction describing what is
meant by these closeout action codes or what criteria must be
satisfied to apply these codes in the 10 CFR Part 21 Log.
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"Potentially Generic Items ldentified by Reglonal Offices" =~
(12/6/88)

This manual chapter provides NRR guidance for processing
potentially generic safety questions and potentially gent
emnstruction deficiency reports after they have been ide

by the regional offices. The chapter delineates the acti. .
performed by the Livision of Operational Events Assmassment
(DOEA) , NRR, regarding operational safety data, 1nc1udin? 10 CFR
Part 21 reports. It also states that the Ceneric Communicatior~
Branch (OGCB), DOEA, NRR, is responaible for coordinating and
ensuring the review and closeout ¢f 10 CFR Part 21 reports,

This chapter discusses, in relation to DOEA and 0GCB
respongibllities, the responsibility of the regional offices
regarding potentially generic safety guestions (PGSQe)., 1T
chapter states that regional offices "should be alert to two
general categories of information that should be brought to the
attention of OGCB"., One category is licensee and vendor reporte
that when first received do not appear to be of generic
applicability, but more information as it becomes available
results in a change of opinion. The other category involves the
occurrence of a series of similar or reluted events. When
reviewed independently the events may not appear significant, but
wvhen reviewed together they may become a potentially generic
safety question,

The chapter states that OGCE screens, reviews, and tracks

10 CFR Part 21 reports. Therefore, the regional offices do not
have to submit these notifications as PGSQe. The chapter points
out that OGCB should be contacted if a 1C CFR Part 21 report is
submitted solely to a regional office. This chapter does not
provide any specific information other than this general guidance
on 10 CFR Part 21 reports in relation to PGSQs.
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NRC_INSPECTION MANUAL CHAPTER 2015

"Light-water Reactor Inspection Program - Operations Phase" ~
(8/230/88

Appendix A to this manual chapter liste th- fundamental
inspection program procedures that are required to be implemented
for each operating nuclear power station. Appendix B to the
chapter lists the regional initiative and reactive inspection
program procedures that are not mandatory. Of these procedures,
eight pertuin to 10 CFR P&rt 21 reports., Four are in Appendix A
and four are in Appendix B,

Appendix A _to NRC Inspection Manual Chapter 2515
inspection Procedure 90712

"In-Office Review of Written Reports of Nonroutine Events at
Power Reactor Facilities" - (8/13/84)

This procedure identifies actions to be taken by either resident
or region~based inspectors when the regional office receives
written reports of nonroutine events from licensees. For
purposes of the procedure, the generic term "event report" refers
to different types of reports, among them 10 CFR Part 21 reports.
The procedure states that "1E may also reguest, at times, that
certain types of event reports be inspected at the site,"
including written reports required by 10 CFR Part 21 that vere
submitted by the facility or that were determined by others to be
applicable to the facility.

lnspection Procedure 92700

"Onsite Followup of Written Reports of Nonroutine Events at Power
Teactor Facilities" -~ (8/13/84)

The inspection objective of this procedure ig "to determine
whether NRC licensees have taken corrective action(s) as stated
in written reports of the events and whether responses to the
events were adequate and met regulatory requirements, license
conditions, and commitments." Again this procedure appears to be
directed toward actions initiated by the licensee. The procedure
states, "IE nay request that a specific nonroutine event written
report or a category cof such reports be inspected; however, it is
expected that for the majority of nonroutine events the cognizant
first line superviscor and inspector will determine whether or not
a site inspection will be performed."
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Other than requiring verification that procedures and controls
are in place, this procedure does not require any verification
of specific actions taken by a licensee in resolving a 10 CFR

part 21 report initiated by that licensee. Additionally, the

procedure does not indicate that verification is vequired for

specific actions that a licensee should have taken regarding a
10 CFR Part 21 report that was generated by another entity and
that affected the licensee's facility.

Inspection Procedure $0713
"In-Jffice Review of Periodic and Special Reports" = (10/3/85)

The inspection objective ¢f this procedure is "to ascertain
whether the information reported by the licensee is technically
adequate and satisfies applicable reporting requirements
established in the Technical Specifications (T8), the license,
and 10 CFR." The procedure states, "This procedure is designed
primarily to provide a vehicle for tracking time expended in
regional review of licensee reports. The licensee reports to be
reviewed under this procedure are those repetitive and special
status reports, identified in the license, the TS and 10 CFR,
including appendices, which are addressed to the regional office
or IE for action." There is no direct indication that 10 CFR
Part 21 reports are included in the scope of the procedure;
however, OIG believes that the reference to "10 CFR" implies that
10 CFR Part 21 is included. This two-page procedure provides
little direction regarding its implementatior.

Inspection Procedure 90714
"Nonroutine Reporting Program" - (10/1/80)

The inspection requirement of this procedure is to verify that
administrative controls have been established for the following:
the prompt review and evaluation of off-normal events, the prompt
review of planned and unplanned maintenance and surveillance
testing activities, the reporting of safety-related events
internally and to NRC, and the completion of corrective actions
relating to safety-related operating everts. The procedure also
requires verification that these administrative contrels '"contain
provisions for recognition and reporting of events that are
covered by 10 CFR Part 21."

Under "Inspection Guidance", the procedures states that 10 CFR
Part 21 establishes specific requirements for the reporting of
nonroutine events, It also states, "It should be verified that
the licensees [sic) practices and pro-edures are consistent with
these requirements, to assure proper reporting of events." The
procedure only requires verification that administrative controls
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are in effect and that they meet the requirements for assuring
the proper reporting of events.

Ingpection Procedurs 92720
"Corrective Action" -~ (3/14/86)

The inspection objective of this procedure is "to determine
whether the licensee has developed a comprehensive corrective
action program to identify, follow, and correct safety-related
problems." The inspection reguirements are the following: (1)
review the licenrsee's policy statements and administrative
procedures for identifying problems and determine whether
management controls have been established for the tracking and
resolution of problems identified: (2) determine if the
procedures, policies, and/or instructions provide actions to
resolve the issues, including reperting to the NRC, if required:
and (3) select at least four items from the problems identified
in each of the categories identified in the procedur? and review
the licensee's response to the issues., The review called for in
the last requirement should include an evaluation of the adeguacy
of the tichnical disposition of the issue, including hardware
checvz -« appropriate. The specific guidance provided in the
procedure is, "Inspectors should review the procedure used by
licensed operators for determining the reportability of
operational evente. Reporting regquirements to the NRC are set
forth in 10 CFR Part 21, 10 CFR $0.72 and 10 CFR 50.73."

MANUAL CHAPTER 1100, MC 1109
"Reports of Nonroutine Events" - 10/1/76

As stated in the manual chapter, "The purpose of this instruction
is to provide a uniform method for screening and evaluating
reports of nonroutine events for whicn the Office of Inspection
and Enforcement is the primary recipient." The chapter provides
little guidance on nonroutine events. It cites two inspection
procedures (90712B, "In-Office Review of Event Reports," and
92700B, "Licensee Event Feollowup') to be followed for screening,
reviewing, following up and closing out nonroutine events. On
the basis of the date of the chapter and the titles of more
current inspection procedures addresging the same areas, this
chapter appears to be outdated.

of 12
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Included as part of the inspections is verification that
soaponent/material suppliers conform to "Commission regulations
requiring significant safety hazards to be identified, evaluated
and reported by the manufacturer of the safe‘y-related
squipment.® Ia doing thie, "at least one potentially reportable
event receiving evaluation under 10 CFR Part 21 procedures should
bea examined at each company."

BANUVAL _CHARTER 2710
"Reactor fysteme Inspection Program" - (10/1/82)

This chepter addresses the inspection of architeet-engineers
(AEs), nucloar steam supply eystem vendors (NS5Ss), and
engineering service organizations (LS0s). One of the inspection
objectives is "to ascertair that applicable lLicensing commitments
and criteria are passed on to manufacturers and suppliers of
safety~related sgquipment and sérvices, and procurement controls
are efYective in assuring compliance with these commitments and
criteria.” 10 CFR Part 21 requirements woulZ fall within the
scope of this objective.

(NUTE: This chaptor states that the Chief, Vendor Progranms
Branch, Region IV, has "lead responsibi\ity for the inspection
of system designs and design control in those areas where the
AE/NSSS has contractual vesponsikility. This includes both
programnatic and technical inspections." It should be noted that
the Vendor Programs Branch is now ths Vendor Inspection Branch,
which is located in hgadquarters as part of the Office of Nuclea:
Reactor Regulations (NRR)., This change occurred during the
reorganization in 1987, Therefore, thie chapter is out of date,)

The chapter stat.s that the program for E€0s (subco.tractors to
an AE, NS888, or licensee) will be implemented "on an ad hoc basis
depending on need and the safety significance of the work that
has been or is bcing performed." Under "Inspection Bases” |t
states that the entire pr:jram "covirs the inspection of
activities conducted pursuant to 10 CFR 850 &#nd 10 CFR Part 21
regulations." However, the chapter pecints out,

10 CFR 21 reqguirements are directly applicable to AEs,
6888, and ESOs and form the basis for inspectinns
designed to investigate or ensure the reporting of
defects to the NRC, 10 CFR %0 regquirements are
applicable to the applicant/licensee who ig held
responsible for ensuring that the raguirements aand
related commitments in the SAK are, as applicable,
passed on to each of its agents., In either case,

12
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enforcement action, where ve7iciencies are identified,
will be based on requiremunts of 10 CFR 21 or 10 CFR &0
and licensee SAR commitments as appropriate.

In regard to the periodic assessment ingprctions for this
retivity, the chapter states, "These ingp.ctions relate
principally to AEs and NSSEs, but will ihc.ude ESOs as

necess y.' Preparation for these inspect.ons includes an
insoff‘mp review of 10 CFR Part 21 reports @s they relate to
the sxrg«n zation being inspected. The chupter states, "These
pnriod?u ¢ sat sment inspections of AE, NSSE, o, certain ESO
activitiss ¢ a specific plant site will generally be performed
once a year .t chey must be performed every two years."

‘°R QEEICE o IR NO. 21300

. sedurep for Handling 10 CFR Part 21 and 1( "FR 50,55(e)
Nu.ificacions of Defects, Nencompliances, and (.:struction
Deficiencies" « (7/22/87)

Thomas E. Murley, Director, NRR, sent this office .« .ter to all
NRR empl(~es, The opening paragraph of the letter $:ates, "This
proced .re ¢, ntains guidance that describes actions to 4~ taken
uraen ra eipt »¢ notifications of defects, noncomplianc:. with

U &, Nuidaar n\tulatori Commission (NRC) regulation”, s+ design
andl const veti.. deficiencies, The division of r.sponsiiility

wi thin the Off:: « of Nuclear Reactor Regulatior (NRR), ¢4 the
NRt interactior w~ith other offices are descriled."

After providing an overview of general definitions associated
with 10 CFR Part 21 and 10 CFR 50.55(¢), the letter points out
that "initial notification c¢f any defects or noncompliznces
should be nade to the NRC Operations Center." Informacion copies
of the notitication are then distributed through NRC's Regulatory
Informat 0", Digtribution 8;s*>n (RIDS) to all NRR divisions, the
Of£34 & L Analysis and Eval. :ion of Operational Data, the NRR
oy Office v Nuclear Materia: Safety and Safeguards Project
Manager ot aj;_, identified facility, and the regional c*fices,

The letter poin. out thit OGCB is responsible for the initial
review of all 10 (:™ Part 21 reports., It states, "Until
specifically identi:ivd as being the responsibility of another
NRR branch, any notif.~ation recwived through the RIDS
wlstribution should ba ‘ensidered tc be 'for information only.'"
It states, "Review acticy includes evaluation of the described
safety jssue, determinat.on of the generic implicaticns,
vequesting the involvemew : of other NRC offices when appropriate,
and making recommendatioc.,.. regarding 10 CFR Part 21...
notifications that may rec nire licensing lL.ard notificaticn....
Review respons{bilitv of rtifications inv>lving complicated






developing and implementing a coordinated NRC-wide program to
manage and track the identification, collection, prioritization,
evaluation, and closeout of generic safety issues related to
inadequate conformance with NRC requirements." Included are
those defects, noncompliances, and construction deficiencies
described in NRR Office Letter No. 1300.

The responsibilities of the Reactor Projects Divisions, the
Division of Engineering and Systems Technology, the Division of
Reactor Inspection and Safeguards, the Division of Radiation
Protection and Emergency Preparedness, and the Inspection,
Licensing and Research Integrition Branch are generally
described.

Again, OIG believes this letter provides only the general
guidance identified previcusly. It does not prescribe specific
actions regquired to accomplish the general activities identified
in the letter,

Temporary Instruction 1105/2 (Rev. 1)

"Reporting of Defects and Noncompliances - Part 21 Reports" =
(7/1/78)

This was a temporary instruction.

REGIONAL INSTRUCTIONS

The following regional instructions were reviewed:

Region I Instruction 1540.2/0 = "Processing of 10
CFR 21 Reports" - (2/15/87)

Region II Instruction 1340, Rev. 3 = "Handling of
Non=Routine Event Reports Within Region 1I
(50 Docket Facilities, Non-Security Related
Events" -« (3/5/87)

Region III Memorandum DRP24 = "Handling of 10 CFR Part
21 Reports for Power and Non-Power Reactors"
- (2/29/88)

Region IV Regional Office Policy Guide PC 40856.1 =

"Handling of 10 CFR 21 Reports" - (7/18/88)

Region V Region V Instruction No. 0402, Rev, 6 =
"Handling of Licensee Event Reports (LER's),
10 CFR 21 Reports, and 10 CFR 50.,55(e) Itemc"
~ (3/8/89)

6
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The Region I instruction references 10 CFR iFart 21; NUREG-0302:
and 1IE Manual, Inspection Procedures Nos. 36100, 90712, ana
92700, It states t.at all technical staff members should be
familiar with these documents. The instruction provides the
procedures for processing 10 CFR Part 21 reports submitted by
telephone, as well as those submitted in writing, fesident
inspecters are required to assign each 10 CFR Parc 21 reporst an
cutstanding items number and enter it in the Onlstanding I:iems
List (OIL) for the facility to which they are assigned. Tney
are to verify that the licensee has received notification of the
defect or noncompliance and to provide appropriate followup.
Furthermore, the resident inspector normally has the
responsibility for closing out the 10 CFR Part 21 item. The
outstanding item may be closed out if (1) the resident inspectcr
has verified that the licensee has received a copy of the report
from the reporting company, (2) it has iLeen entered into =
licensee tracking system, and (3) responsibility for licensee
action has been assigned.

The Division of Reacter Safety and the Division of Radiation
Safety and Safeguards are to perform normal *andling, followup,
and closeout in the same manner as that for following up IE
bulletins and information notices.

The Region II instruction provides no specific information
regarding the followup and closeout of 10 CFR Part 21 reports
affecting nuclear plants in that region. The instruction only
discusses how 10 CFR Part 21 reports are entered into the
Technical Support Staff Open Item List.

The Region III instruction also does not provide specific
information regarding the followup and closeout of 10 CFR Part 21
reports. It discusses the log published by NRR for the tracking
of all 10 CFR Part 21 reports submitted by licensees and vendors.
It states that the Techrniical Support Section is assigned the
responsibility for reviewing the NRR log quarterly and for
determining which issues the region should follow up pursuant

to Inspection Procedure 92700. Other than this infrimation, no
specific information on the followup of 10 CFR Part 21 reports is
provided in Region III.

The Region IV instructicn provides a flow path for processing 10
CFR Part 21 Reports within the region that affect plants in that
region. However, there is little specific information on (1) how
the followup is performed, (2) when followup is required, or (3)
the requirements for ensuring the closeout of 10 CFR Part 21
reports.

The Region V instruction references IE Manual Chapter 1110,
Temporary Instruction 1105/2, and Inspection Procedures 90712
and 92700. The instruction descrives how 10 CFR Part 21 reports

v
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will be processed. 10 CFR Part 21 reports are entered on the
Outstanding Items List for the Region V plants that may be
affected. The Region V project inspector is responsible for
reviewing the 10 CFR Part 21 reports in accordance with
Inspection Procedure 90712 and may document the review in an
inspection report,

Resident inspectors will conduct onsite followup in accordance
with Inspection Procedure 927C0 to verify that the licensee has
received and reviewed the 10 CFR Part 21 report &and has taken
apprepriate actions. The results are to be documented in an
inspection report, as appropriate.

1
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assurance that licensees effectively respond to applicable 10 CFR Part 21
reported deficiencies, Similarly, for example, when the NRC requests, through
issuance of a bulletin or generic letter, that licensees take specific actions
to address an identified deficiency, the staff does not always verify by
inspection that each licensee has complied with the requested actions, but may
rely upon the licensees' confirmation that requested actions have been
completed. When inspection verification 1s warranted generically, specific
inspection guidance is provided through issuance of a temporary instruction,

The following comments related to the draft audit report's recommendations are
forwarded for your consideration, Comments related to specific audit findings
ire provided in Enclosure 1, In addition, a general overview of the NRC
staff's intended 10 CFR Fart 21 management process for nuclear power reactors
is provided in Enclosure 2. We will reflect this 10 CFR P2rt 21 ranagement
process in revised Manual Chapters and Inspection Procedurcs, as well as in
additional training of key personnel.

Recommendation 1

The EDO subm.. to the Commissioners a revision to 10 CFR Part 21 that includes
in the text of the rule a specific timeframe for the evaluation of deviations
to identify defects which could create substantial safety hazards.

P.QSEOHSQ

The <taff has previously recommended to the Commission that such revisions be
incorporzted into 10 CFR Part 21; however, the Commission did not approve the
proposed revisions, The Commission directed, in NRC memorandum from Samue! J.
Chilk to Victor Stello, Jr., dated June 10, 1988, that the staff revise 10 CFR
Part 21 to provide for the evaluation of deviations to identify defects "as
soon as practicable" and that the staff should discuss 2 specific timeframe
for the evaluatior of deviations in the Supplemental Information, The
Commission believes that, in mest cases, 30 days is a reasonable time to
complete the evaluation of deviations. Whereas, the time to complete the
evaiuation was the subject of considerable comment in response to publication
of the proposed rule, consideration is being given to extending the nominal
time limit to 60 days in the Supplemental Information to the final rule.

Recommendation 2

The Director, NRR, develop procedures which prescribe the 0GCB management
process for 10 CFR Part 21 notifications and specifically address the 0lG
findinrgs noted in the draft audit report,

Response

We agree that updated procedural guidance is appropria*te and will develop such
guidance, The completion date for this activity will be determined upon
publication of the final QIG audit report,
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Recommendation 3

The Director, NRR provide adequate training to all individuals involved in the
managing and closeout of 10 CFR Part 21 notificacions,

RCSEOHSQ

We agree that additional training of key personnel involved in NRC's 10 CFR
Part 21 notification management process is desirable and will proceed with
this training, The completion date for this activity will be determined upon
publication of the final 01G audit report,

Recommendation 4

The Office of the General Counse! determine whether Section 206 of the Energy
Reorganization Act of 1974, as amended, s applicable to NMSS licensees 2and
vendors and advise the EDO of those actions necessary to comply with the Act,

“"gcomnencation 5a

1f 0GC determines thit the scope of Section 206 does not include NM3S
licensees, LG recommends that the EDQ direct the NRC staff to revise 10 CFR
Part 21 by dropping NMSS licensees from its scope.

Recomme, Jation 5b

[f 0GC determines Section 206 is a2pplicable to NMSS or the EDO decides to
leave NMSS licensees in the scope of 10 CFR Part 21, OIG recommends that the
Director, NMSS, establish a policy for NMSS management of 10 CFR Part 21 with
its licensees and vendors, including the development of instructions and 3
tracking system for managing that policy.

RESQOHS!

0GC hae advised the staff that the statute encompasses all activities
“licensed or otherwise regulated pursuant to the Atomic Energy Act of 1954, as
amended ..." and therefore the activities of material licensees and their
verdors are within the scope of Section 206 of the Act. This view of the
scope of Section 206 of the Act is embodied in 10 CFR Part 21, Thus, it is
not necessary for 0GC to revisit the issue of the scope of the Act, However,
the staff agrees that NMSS and 0GC should address the options available
regarding the actions necessary to comply with the Act with regard to material
licensees and vendors, Accordingly, we agree that the Director, NMSS working
with 0GC should reexamine 10 CFK Part 21 and the implementing procedures to
determine the best means for materials licensees' and vendors' compliance with
Section 206. The compietion date for this activity will be determined upon
publication of the final 0IG audit report.
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016 FINDING

NRR performs some ¢f the 10CFR21 cuties required of 1icensees and vendors,
STAFF COMMENT

The staff does not agree with the C1C finding, As noted above, NRR does not
review information submitted by licensees and vendors to determine 1f the
deficiency creates a substantial safety hazard and was properly reported fn
sccordance with 10 CFR Part 21, NRR reviews informaztion to determine if it
represents a significant safety issue and f 211 potentially affected licensees
have been properly informed. NRR activities do not assume the (uties and
responsipilities of licensees end vendors of evaluating defects identified, nor
do they relieve licensees and vendors of their responsibilities to perform
their own evaluations or cause the evaluation to be conducted by licensees or
purchasers of products or services. The staff, through ts audit and inspec-
tion activities, examines the effectiveness of 1‘censees' and vendors' programs
to fulfi1l their 10 CFR Part 21 obligations, The NRC staff coes prudgently
consider all information which it receives which bears on reactor safety,

01G FINDING

Followup on 10CFR21 reports assigred to action offices is not routinely
performed.

STAFF _COMMENT

The staff agrees with the 016 finding that followup on 10 CFR Part 21 notifica-
tions assigned to action offices, as performed by OGCE, could be improved.

0GCB hae routinely highlighted te action offices, through such mechanisms as¢
the monthly 10 CFR Part 21 memo, open 10 CFR Part 21 netifications., OGCB has
improved its process for ensuring that the secondary review of 10 CFR Part 21
notifications i¢ accomplished in a timely manner, Improvements made include
reducing the number of notifications assigned to action offices by utilizing
available expertise within 0GCB and modifying the monthly 10 CFR Part 21 memo
to include, on a quarterly basis, a branch by branch 1isting of open 10 CFR
Part 2! notifications.

0IG _FINDING

Verification of completion for licensee and vendor actions does not always
oceur,

STACF COMMENT

The staff agrees with the 0IG finding. However, it is important to emphasize
that the 0GCB's goal in implemanting the 10 CFR Part 21 notification
management process f¢ to ensure that licensees have been adequately informed
of potentially safety significant notifications that may be 2pplicable to
their facilities. It is not the intent to verify, other than on a sample
basis, that licensees take appropriate corrective actions to correct
identified deficiencies. Inspection guidance to verify the effectiveness of
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INTEKDED 10 CFR PART 21 MANAGEMENT PROCESS FOR
NUCLEAR POWER REACTORS

The Generic Communications Branch (0GCE) of NRR has the overal) responsibility
for the N'. staff's 10 CFR Part 21 activities related to nuclear power
reactors, The primary focus of the 10 CFR Part 21 management process is to
ensure that licensees are adequately informed of potentially safety
significant notifications that may be appiicable to their facilities. A basic
premise is that licensees and vendors have effective programs in place to
identify, assess, and report deficiencies to the NRC and that licensees
furthermore have effective programs in place to evaluate safety significant
deficiencies and take appropriate corrective actions. Vendors who report
defects to tke NRC are required to also inform the NRC of the location of
affected components at nuclear facilities (to the extent known) and any advice
related to the defect that has been, is being, or will be given to purchasers
or licensees, The existence and adeauacy of licensee and vendor programs is
verified on an audit basis by NRC inspections,

A1l 10 CFR Part 21 notifications received are entered into a tracking system by
OGCE and fnitially screened to determine, btased upon their safety significance
and generic appiicability, the need for prompt regulatory action, As
appropriate, prompt requlatory action may consist of issuance of an

information notice or bulletin, Even when 0GCB concludes that there is no
immediate safety concern requiring prompt requlatory action, OGCB forwards the
more significant notifications to other technical branches to obtain
confirmation of its initia) assessment or to provi“e the technical branches
with information for their use in other ongoing branch activities. For
example, selected notifications are sent to the Vendor Inspection Branch for
their use in scheduling and pertorming vendor inspections. Each notification
is reviewed technically and to determine if all potential users of a defective
product have been appropriately notified. 0GCB is responsible for tracking and
ensuring the cloreout of all reviews of 10 CFR Part 21 notifications. A
listing of recently received 10 CFR Part 21 notifications is distributed to
selected NRC organizations each month, Branch by branch listings of open

10 CFR Part 21 notifications are distributed quarterly,

Inspections (on a. audit basis) to assure that licensees have appropriate
mechanisms in place to address operationa!l experience information (such

as 10 CFR Part 21 notifications received from vendors, NRC information notices
and bulletins, and INPO SEE-IN reports) and take appropriate corrective acticns
are performed by NRC resident and regional inspectors with the support of
headquarters based personnel, The NRC staff does not intend to verify, other
than on a sample basis, that a licensee or vendor has taken appropriate actions
to address ezch deficiency, Regional personnel are not required to review any
10 CFR Part 21 notification unless requested to do so by NRR, If additional
inspection activities by the regions are necessary for a number of plants 4

term orary instruction is issued,
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William L, Glenn ade

Recommendation 2

The Regional Admin{strators review their procedures to assure consistency with
procedures revised by Headquarters.

Response

We intend to develop procedural guidance and to perform additional training of
key personnel involved in the NRC's 10 CFR Part 21 management process as part
of our efforts to address the 016 findings noted in your draft audit report,
After applicable Manuz) Chapters and Inspectfon Procedures are revised the
regional offices will then be requested to update their procedures to assure
consistency. The completion date for this activity will be determined upon
publication of the final 016 audit report,

Should you have any questions regarding these comments, please contact nmy

jiz %W%M

Jimes H., Sniezek

\~ puty Executive Director for Nuclear Reactor
Regulation, Regional Operations and Research

Office of “he Executive Director for Operations
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then a time limit for each of these levels to perform
the review shall be included in the procedures. The
Commission is aware that several entities have target
time frames in procedures (formal or informal) for the
compietion of each phase or level of review. This
practice has the potential to be an excellent ne’ hod of
keeping the evaluations timely. 1In developing these
time limits for the required procedures, where they do
not already exist, vendors, licensees, and construction
permit holders are expected to make a good faith effort
to arrive at reasonable times, It will be recognized
in future regulatory action that these times which are
specified in the procedures are nominal targets.

Actual times for more complex evaluations may be
adjusted based on the complexity of the issue.

valid regulations have the force of law., Explanatory material
accompanying a regulation has no force in and of itself. It
carries weight only to the extent it helps to clarify a
reguiation that is open to interpretation.

Turning to the question you raised, section 21.21 as finally
proposed establishes no fixed deadline for completion of the
required evaluation which can be enforced. The discussion
explaining the section serves to encourage the affected persons
to establish reasonable target dates in their procedures for
evaluation of deviations., It also suggests that 60 days would be
a reasonable period for completion of such evaluation., However,
as the regulation is written (requiring ncminal time limits in
connection with evaluation procedures) and as the explanation is
prasanted1 the 60 day period would have ro binding effect as a
deadline.

cc: J. Fitzgerald

IThe procedures adopted pursuant to proposed final section
21.21(b), however, would be enforceable. If such procedures
contained definite time limits, the failure to meet the
prescribed time limits would be a violation of the required
procedure., If the procedures contained only nominal time limits
(as called for by the section), failure to meet them would
normally not be a violation of the procedure.
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