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NRC CLEARANCE OFFICER
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ACTION DATE

08721792

ON 08/720/92+ YOU REQUESTED APPROVAL OF THE FOLLOWING INFORMATION COLLECTION:
TITLE: MEDICAL USE OF BYPRODUCT MATERIAL == 10 CFR PART 35§
AGENCY FORM NOS,:

IN ACCORDANCE WITH THE PAPERWORK REDUCTION ACT,
ACTION ON THIS INFORMATION COLLECTION:

WE HAVE TAKEN THE FOLLOWING

APPROVED FOR USE THROUGH 08/31/95. OMB NO. 3150-0171.

THE OFFICE OF MANAGEMENT AND 3UDGET CONTROL NUMBER MUST 8E DISPLAYED IN
ACCORDANCE WITH 5 CEP 1320. UNLESS OTHERWISE PROVIDED IN "REMARKS "
EXPIRATION DATES MUST ALSO BE DISPLAYED AS REQUIRED 8Y 5 CFR 1320.
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ABSTRACT:

'RADIATION SAFETYye NUCLEAR MEDICINEy RADIATION THERAPYs RADIOACTIVE
MATERIALSy QUALITY MANAGEMENT PROGRAM®

REQUIRES LICENSEES TO ESTASLISH AND MAINTAIN A WRITTEN QUALITY L
MANAGEMENT PROGRAM AND SUBMIT TO THE NRC A COPY OF THE PROGRAM AND
CERTIFICATION THAT IT HMAS BEEN IMPLEMENTED,

ALLOWANCE LEZTTER: NO FUNCTION:

CN PLANE NO SXCEED BUDGET: NO 3504(H): NPRM
NOe OF EORMS: 1 USE: PUBLIC REQUEST: NEW

RESPONDENTS: 34520 RESPONSES: 34520 HOURS: 64490

ARFECTED PUBLIC: NON=PROFIT INST £ 3SMALL 3US/ORG
SMALL 3USINESS: VYES ACTIVITY TvyPE:

PURPDSE: REG/CIMMP

FRSQUENCY*® ANNL

COLLECTION MZTHAD: MAIL S/A

RETENTION: COLLSCTION AGENT: RQSTNG OPTZAGCY CONFIDENTIALIYTY: NO

COMPULZSORY STATUS: MANDATORY

S=DERAL COST: eYaLIC COSsT:

EYT=wER: 2an Minsk

ACTICN TAUTHORIZING OFFICIAL ITITLE: DEPUTY ADMINISTRATORIDATE

APPROYED 3Y: V/5/JAMES 3, MACRAE E72 I1QFFICE DF INFORMATION 108/21/92
3 1AND REGULATORY AFFAIRS !

IMPORTANT: 3ECAUSE THIS INFORMATION COLLECTION HAS BEEN APPROVEDe PLEASE SEND
TO THE J.M.B8e A5 SOON AS AVAILABLE: ONE COPY OF THE FINAL PRINTED (OR OTHERWISE
REPRODUCED) REPORT EORM, OR REPORTING OR RECORDKEEPING REQUIREMENT, TRANSMITTAL
LETTER, INSTRUCTIONSy AND ANY DOCUMENT 3E5ING SENT TO EACH RESPONDENT.
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NUCLEAR REGULATORY COMMISSION

Office of Public Affairs
Washington, D.C. 20555
No. 92-122 FOR IMMEDIATE RELEASE
Tel. 301/504-224°7 (Monday, August 17, 1992)

NRC VOTES TO OVERRIDE OMB DISAPPROVAL OF INFORMATION COLLECTION
REQUIREMENTS FOR MEDICAL USES 2F RADIOACTIVE MATERIAL

The Nuclear Regulatory Commission has voted to override the
Office of Management and Budget’s disapproval of an information
collection regquest associated with the NRC’s regulations on the
medical uses of radicactive material.

On July 25, 1991, the NRC amended its regulations to require
licensees who use radiocactive materials for “herapeutic
procedures and certain procedures invoiving radicactive iodine to
implement a guality management program to ensure that the
radiocactive material or radiation from the material will be used
by technologists and other medical personnel as directed by
authorized physicians. The amendment alfected about 2000 NRC and
4000 Agreement State licensees. It became effective on
January 27, 1992, for NRC licensees and remains in effect.

The quality management rule includes requirements that:
. Prior to administration of a radioactive material, a

written directive must be prepared (to eliminate
confusion resulting from oral directives);

. The patient’s identity must be verified by more than
one method as the individual named in the written
directive;

. Final plans for treatment with certain techniques using

radicactive material must be in accordance with the
writter directive;

. Each administration of radicactive material or
radiation from the material must be in agreement with
the writter directive; and

. Any unintended deviation from the written directive
must be idertified and evaluated, and appropriate
action taken.
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At the same time the Commission changed its reporting and
recordkeeping requirements related to the quality management
prooram and to misadministrations that are reportable to the NRC
and made conforming amendments to its enforcement policy.

on June 26, 1992, OMB notified the NRC that the Information
Collection Request submitted to OMB in connection with this
amendment had been disapproved.

In overriding OMB’s disapproval, the NRC said that it
continues to believe that its guality management and
misadministration rule has a reasonable likehood of decreasing
misadministrations (for example, wrong dose or wrong patient)
with a small incremental cost to licensees, and that the rule
would be of little value without the recordkeeping and reporting
requirements,

The Paperwork Reduction Act authorizes an independent
regulatory agency, such as the NRC, to override an OMB
disapproval by a majority vote of its Commissioners. Under this
law, the override is valid for three years.

In its letter of disapproval, the OBM expressed concern
that, based on its discussions with members of the regulated
community and the NRC staff, there appears to be significant
confusion on exactly what information collection requirements are
imposed by the quality management and misadministration rule.

The NRC staff intends to clarify any such potential
misunderstanding through a public workshop--with details to be
announced shortly.
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PART 25—ACIESS AUTHORIZA TION
FOR LICEXSEE PERSOMNE L

3. The suthority eitstion for part 25
continues 1o read s follows:

Authorlly: Secs. 144 191, 68 Stat 942 Gee
&4 amended (42 US.C nas. 2201 ) sec. 201, 88
Stat 1242 as amended (42 USC ssn1k RO
10865, a¢ amended. 3 CFR 1066- 1062 COMP..
P 398 (50 US.C 401 note) EO 12386, ¢ FR
14874 Apri! & 1982

Appendix A also s3ned under 96 Stet 108
(NUSC om)

For the purposes of see 223, 00 Bt 84, a3
amended (42 US.C. 2273k 4 2812 28 17eh-
:su«mmdlclmm»ncmducu [y
StaL 48 as amended. (42 US.C. 22014k and
§4 2613 and 25.33b) are issued under sec.
1610, 08 Stat. 960 as amended (&2 uscC
20140j)

A In § 25.21 paragraph {b) is revised to
read as lollows:

§ 2821 m«mn
Continued sligitiiy for access
ARG Nt

(b) The NRC Division of Security must
be promptly notified nf developmenta
that bear on continued eligibility for
access authortzation throughout the
period for which the authorization (s
active (e.g., persons who
subsequent to the co tion of »
personnel security packet must report
this change by submitting a compieted
NRC Form 384. “Data Report on
Spouse )

5. Section 25.27 is revised (o read as
follows:

§25.7 Roopening of cuses v which
Metamats for aocess suthortzations are
canceted.

(8] In conjunction with a new request
for accens suthorization (NRC Form 237)

B

for individuals whose cases wern
previously cancelled, new fi
cards (FD-257) in duplicate and a new
Security Acknowledgment (NRC Form
178) must be furnished to the NRC
Division of Security along with the

uest
| Addivonstty, if 90 days or more
hawﬂupudmﬂudnudthhu
Questionaaire for Senaitive Positions
(9F-88), the individual must complets &
personcel security packe! (see
§ 25.17(ch. The NRC Dwision of
Security. based on lvesligative or other
needs. may require a completa
persosnal security packet in other cases
un&Ath&cnm&wd
for -‘hnal request. will be charged
only ¥ & new o updatng i vestigetion
18 pequired. ~
6. Appendix A s revised 10 read a5
follows:
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Dated at Rockville, MDD this 24th day of
Auguat 1802

For the Nuclear Regulatory Commission
Jameac M. Taylor,
Execotive Directar for Operatons
(PR Dec. 82-21752 Pled &-0-02. 845 am)
DL CODS Te8e-0>4

10 CFR Part 26
R 3150-AC88
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AQEmCY: Nuclear Regulato
Commission. d
ACTION: Pinal rule

BUMMARY: The Commission has voted to

ovwﬂdtmomaofumtud

Budget (OMB) disapprovel of the

information collection requirements
unposed in the final rule entitled
“Quality Management Program and
Misadministrations” (July 25. 1091, 56 FR
H104). As part of this final rule. the
n I8 amending its regulstions

10 reflect OME's assignment of & new
contrel nwmber 10 these information
collection requirements. The

on reevaluated the need for
this final rule and the informaton
collection requirements (! contains The
Commission gontinues 10 believe that its
requirements for written quality

decreestng orisadowaistretions (eg.
wrong dose ar wroag patient) vith &
small incremental cost to licensees
Without the re and recerdkeeping
requiremsents. It would not be possible to
implement and enforce these regulations
effectively.

EFFECTIVE DATE Seplember 10 1992
FOR FURTHER IEORMA TYOM CONTACT:
Anthony N. Tee, Office of Nuclear
Regulatory Research, U S. Nuclear
Regulatory Commiasion, Washington,
DC 20885, telephone (301) 482-3797.

BUPPLEMENTARY SIRORMA TION:

Misadministrations ' The final rule
became effective on Jaouary 27, 1092
The final rule requires that applicable
part 15 Lcensees unplement Qualny
Management (QM) programs, continue
to report misadministrations but at
higher reporting thresholds. and keep
cartain records.

The Commission published two
proposed rules relaied to this subject.
The first proposed rule was published
on October 2, 1087 (52 FR 36642). Tl:ll
proposad rule was tive in that it
contained specific basic quality
Aseurance practices. In response to
public comments and recommendations
from the Advisary Committee on the
Medical Uses of lsotopes (ACMUI). the
Commission reexamined its approach
and published the second proposed rule.
containing performance-based
requirements, on january 18, 1090 (55 FR
1438). Following publication of the
|ahuary 1990 proposed rule & pilot
progratmn was conducted to provide &
real-wortd test of the proposed rule in
licensee hospitale and clinics and 1o
gain insights hmod those gonarally
obtained from the public cumment
process. Sixty-four volunteers /23 NRC
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Paperwork Redbction Act

In a letter daled june 28, 1982 OMB
stated that U disapproved the NRC »
infoemadian requast
assoctaled wid e rule entitfed
“Quaifty Management Program and
Missdministrations

Av reeprired By e Pworerword
Reduction Act, the Commixmon has
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certified to OMR. in » letter dated
August 14, 1002, that by unanimous vote
the Commission had overndden the
OMBE's disapproval of the information
collection request associated with this
rule

On August 21 1982 OMB assigned the
following new cantrol number: 3156
0171, effective untt August 31, 1998,

This new control number i only
applicable to the sectious in 10 CFR part
35 amended by this rale. Information
collection authority for all other asctions
of 10 CFR part 38 remains under the
existing genersl contiol number ¥150-
0010

List of Subjects in 10 CFR Part 83

Byproduct matenal. Caminal penalty
Drugs. Health facilities, Health
professions. locorparation by reference,
Medical devices, Nuciear materials.
Ocoupational safety and haslth
Radiation protecton, Reporting and
recordkeeping requirements.

Text of Final Regulations

For the reasons set out in the
preambie and under the authority of the
Atomic Energy Aot of 1084, a8 amended,
the Energy Reosganization Act of 1974,
as amended, end 8 US.C. 558 and 554
the NRC is adoptng the following
amendments io 10 CFR part 35

PART 35—MEDICAL USE OF
BYPRODUCT MATERIAL

1. The authority citation for part 35
continues to read n part as foliews

Avthosity Secu. 101 88 Stal 944 a3
amended (42 US.C. 2201 sec 201. 86 Stal
1242 o8 amended (2 USC s041)° * *

2 In § 35.8 paragraph (b} is revised
and paragraph (d) is added to read as
follows:

§ 358 wtormation colection
reguinrements: OWS approvet

(b) The approved information
coliection requirements contained in this
part appear in §§ 3512 3513 3514, °
3521, 35.22, 3523, 35.27, 38.29, 38.71.
35.50. 35.51, 35.53. 15.50. 35.80. 35.81,
35.70. 3580, 3502, 35.204. 35208 35310
35315, 35 404, 35 408. 35 410. 35 415
J5.608. 35.810. 35.615. 35.830. 35832
35804, 35834 355641, 35 643, 35645, and
REN .

(d) OMB has assigned control number
J150-0171 for the information collection
requirements contained in §§ 35.32 and
353

Dated ot Rockville. Maryiand. this 3d day
of Seplember 1982

For the Nuclear Regulatory Commission
Samuad | Chllk
Secretary of the Commusaion
(th—ﬂ’ﬂ'ﬂd“—ﬁl’“tﬂﬁ
LG O TS0

10 CFR Part 0
RN 3150-AF 12

MINOr MORCItONS 1o Kuckeer Power
Requirensents

AGency: Nuclear Regulatory
Commission.
ACTYON Final rels

SUMARY: The Nuclely Regulatory
Commission (NRC) hes amended s
regulations o meke minor modtfications
10 the current muclenr power reactar
event requirezments The final
Meammnmmwm
licensees and delwtas reporting ~
requirements for some events that have
been determined 1o by’ of Httle or no
safety significance The final rule
reduces the mdustry's burden
and the NRC's response 0 evunt
review and assessment. .
EPFRCTIVE DATR October 13, 1982
FOR FURTMER BPOSERA TION CONTACT:

Rajl Tripathi, Office and
Evaluation of Opsretsd) o i U5
Waalingion DC 20688, Talephone (301)
4924425,
M&l’vm

Background

The Commiasion is issuing & final rule
that amends the nuclear power resctor
event

“Licensee Event Raport System.” The
final rule is 1seued as part of the
Commission's ongoung activities to
unprove its regulations. Specifically, this
final rule amends 10 CFR 50.72 (bH2)iL)
and 10 CFR 50.73 (a)2)(iv). Om june 28,
1892 (57 FR 28842), the Commission
issued & proposed rule requesting public
comments on thess amandmema.

Over the past several years. the NRC
has increased its attention to even!
reporting issues to ensure uniformity,
consistency, and completeness in
reporting. In Septamber 1991, the NRC's
Office for Analysis and Evaluation of
Operational Dats (AEOD) issued for
comment a draft NURBG-1022. Revision
1. “Event Reporting Systems 10 CFR

‘h-“nnnuyhmby-mu.b
the Distribution sad ke Bervices Sacaivn. U8

£0.72 and 10 CPR 80.73—Clarification of
NRC Systems and Guidelines For

" Pollowing resolution of
public comments. the NURBG will be
issued in the final form. The NUREG
will contain unproved guidance for

event reporting.
NRC s reviews of operating

expenance and the patterns of licensees’
reparting of opereting events since 1084
have indicated that reports on some of
these eventaars not necessary kor the
NRC o perform its safety misssan and
thet conunued

levalid actustions are try definiuon
those that do not meet the critecia for
being valid Thus, iovehd actuations
include actuations that are net the result
of valid signais and are not (otentiona!
manual actwations. lovalid actustions
iaciude (natances whers (nstrument
drift, spurious signals. human error, or
other invalid signmis caused actuation of
the ESF (e.g. # cabinet. an esor
in use of jumpers of lifted leads, an error
in actuation of mm: mtrols.
equipment failure, or radto uency
interference).

NKC's evaluation of both the reporied
events since January 1084, when the
existing rules firsi became offective. and
the comments recetved during the Event

Re Workshops conducted in Fall
of 1990 identified needed improvements
in the rules. The NRC determined that

invalid actuation. isolation. or
realignmeant of a limited set of ESFs
including the sywtems. subsystems. or
compgnents (e, an invalid actuation.
isolation. or realignment of only the
reactor water clean-up (RWCU) system.

Nuckear R Commbaon ¥ unglon DC
20853 A copy e availabls for inapection or
copying b & fee at the NRC Pabiic Document
Room. 2120 L Street. W% . (Lower Lavel,

Washingtun. DC JOSSé.
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