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The Comalissioners

John F. C.rdes, Jr.
Solicitor

SUBJECT: LITIGATION REPORT

Kerr-McGee Chemical cCorporation v, NRC, No. 90~
1534 (D.C. Cir. filed November 14, 1990)

On November 14, 1990, the Kerr-McGee Chemical
Corporation filed in the United States Court of
Appeals for the District of Columbia Circuit a
petition for review of three Commission decisions:
(1) the decision to amend the exvisting Agreement
between the NRC and the State of I[llinois so as to
permit Illincis to assume regulatory authority
over uranium and thorium mill tailings, see 55
Fed. Reg. 46591 (1990); (2) the decision to deny
Kerr-McGee's motion requesting full adjudicatory
hearing before deciding whether to amend the
Agreement with Illinoils, LI=-90-~09; and (3) the
decision denying reconsideration of CLI-%90-09,
CLI-%0~11. Kerr-McGee seeks an order from the
court barring the NRC's relinguishment of
regulatory authority contained in the amended
aqroemvﬂt with Illinois The petitioner's
statement of issues to be raised in this lawsuit

s to be filed on December 24, 1990. NRC's

ified Index to the Record is due on January
, 1“9.. No briefing schedule has yet been

ssued.

CONTACT:
Nell Jensen

X21634

9012260144 901204
PDR SEC(Y
90-394
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Syncor International Corp. v. NRC, No. 90-1495
(D.C. Cir.,, filed October 19, 1990)

Thie lawsuit seeks judicial review of the
Commission's "interim final rule" on the
preparatior. and therapeutic uses of
radiopharmaceuticals. The Commission's interim
final rule relaxes a previous reguirement that
physicians and pharmacies adhere strictly to the
FDA-approved package insert accompanying
radiopharmaceuticals. The Commission's rule
regquires documentation of each departure from the
package insert. The rule was issued immediately,
in August 1990, without the usual notice ard
comment. Petitioner argues that there was no good
cause for avoiding the notice and comment
requirement. Petitioner has suggested that the
recordkeepiny imposed on pharmacies by the ru.e is
overly burdens me. There have been meetings and
correspondence Letween the NRC Staff and
representatives of petitioner in an effort to
clarify the interim rule. Petitioner also has
petitioned the . mmission to reconsider the rule.

Contact:
susan Fo!ae.
xX21632

Local 1245 v. NRC, No. ________ (9th Cir., filed
Nov. 21, 1990)

A union representing workers at the Diablo Canyon
nuclear power plant has brought this lawsuit
challenging the NRC's denial of their request for
an exemption from random drug testing
requiremente., Petitioner apparently intends to
challenge not only the exemption decision but also
the constitutionality of the drug testing
regulations themselves. This same petitioner
previously brought a district court suit
challenging the NRC's drug testing rules (Hiett v.
PG & E). That suit was dismissed on
jurisdictional grounds. §See Litigation Rep. 1990-
10, SECY-90~052. Currently pending before the
Ninth Circuit is still another drug testing suit
(Uphoff v. SMUD), this one by workers at the

Rancho Seco plant, but in its current posture that
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case involves a jurisdictional guestion only. See
Livigation Report 1990-22, SECY=90-177.

Contact:
Charles Mullins
x21606
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¥ ohn F. Cordes
Solicitor

Enclosures: As stated
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UNITED STATES COURT OF APPEALS
FOR THE DISTRICT OF COLUMBIA CIRCUIT

KERR-MCcGEE CHEMICAL CORPORATION
Fetitioner,

v, Docket No.

UNITED STATES OF AMERI:

UNITED STATES NUCLEAR K: TORY
TOMMISSION

Re‘ponde nts.,

— — — — — S Nl S i St St it

PETITION FOR REVIEW

Kerr-McGee Chemical Corporation ("Kerr-McGee")
hereby petitions this Court for review of a decision by the
U.8. Nuclear Regulatory Commission ("NRC") to transfer
jurisdiction over certain nuclear materials to the State of
Illinois ("State") by means of the amendment to an agreement
between the NRC and the State pursuant to Section 274 of the
Atomic Energy Act, as amended. 42 U.S.C. § 2021. The
Chairman of the NRC signed the amendment on October 18, 1990,
and the amendment, which took effect on November 1, 1990, was
published in the Federal Register on November 5, 1990. State

of Illinois (Amendment Number One to the Section 274 Agreement

between the NRC and Illinois), CLI-90-09, ___ NRC

(Oct. 17, 1990) (Exhibit 1); 55 Fed. Reg. 46,591 (Nov. 5,
1990} (Exhibit 2).



Kerr-McGee 1s an affected party because the NRC is
using the amendment as a vehicle to transfer jurisdiction over
certain nuclear materials at an NRC-licensed facility in West
Chicago, Illinois, that is owned by Kerr-McGee. On
October 29, 1990, Kerr~McGee filed a petition with the NRC
seeking reconsideration of the decision to approve the
amendment, but that petition was denied in a Memorandum and

Order issued on November 8, 1990. State of Illinois (Amend-

ment Number One to the Section 274 Agreement between the NRC
and Illinois), CLI-90~11, ___ NRC ___ (Nov, 8, 1990)
(Exhibit 3).

This Court has jurisdiction pursuant to 42 U.S.C.
§ 2239 and 28 U.S8.C. § 2342(4), Venue is proper in this Court
pursuant to 42 U,S.C. § 2343,

The NRC's decision to transfer jurisdiction to the
State through the amended agreement is arbitrary and capri-
cious and contrary to law. Kerr-McGee prays for the entry of
an order barring any transfer to -he State of jurisdiction
over materials at Kerr-McGee's West Chicago facility.

Regpectfully submitted,

Richard A. Meserve

Herbert Estreicher

COVINGTON & BURLING

1201 Pennsylvania Avenue, N.W.
Washington, DC 20044

(202) 662-5576

Attorneys for Ker:-McGee
Chemical Corporation

November 14, 1990
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COURT OF APPEALS FOR THE NINTH CIRCUIT

LOCAL 1245, INTERNATIONAL CASE NUMBER

BROTHERHOOD OF ELECTRICAL

WORKERS, AFL~CIO; and '
ENGINEERS AND SCIENTISTS OF PETITION FOR REVIEW

CALIFORNIA, mEBA, AFL-CIO,
Petitioners,
V.

UNITED STATES NUCLEAR
REGULATORY COMMISSION,

)
)
)
)
)
)
)
)
)
)
)
)
Respondent. )
)

IOCAL 1245, INTERNATIONAL BROTHERHOOD OF ELECTRICAL WORKERS,
AFL-CIO, and ENGINEERS AND SCIENTISTS OF CALIFORNIA, MEBA, AFL-
CIO, hereby petitions the court for review of the Order of the
United States Nuclear Regulatory Commission denying Petitioners'
request for exemption from Respondent's random drug testing
prograa as set forth in Respondent's regulations (see, e.g., 10
CFR 26, 26.24(a)(2), etc.). Petitioners were informed of
Respondent's Order by a letter dated September 24, 19590, from
James G. Partlow, Associate Director for Projects, Office of
Nuclear Reactor Regulation. Said Order was signed for Respondent

on September 24, 1990, by James E. Dyer, Acting Project Director,
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Pro,ect Directorate V, Division of Reactor Projects-11I, IV, V

nd Special Projects, Office of Nuclear Reactor Regulation.
PETITICNERS HEREBY REQUEST that the above~referenced Order
e reviewed and set aside and the RESPONDENT be ordered to

romulgate regulations in compliance with law,

Dated: November 21, 1%90 LFCLARD, CARDER, NATHAN, ZUCKERMAN,
ROSS, CHIN & REMAR

o S S

SANFORD N. NATHAN, ESQ.,
Attorneys for Petitioners
1188 Franklin Street
Suite 201

San Francisco, CA 94109
(415) 771=6400
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ATTORNEYS

1188 FRANKLIN STREEY, SUITE 201

SAN FRANC SCO. CALIFORNIA S410%9 #83%9

LEONASD CARDER NATHAN TUCKERDMAN BOSS CMIN & RENAR
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PROOF OF BERVICE

I, Mark Fielder, hereby testify that I am over years of
age, and am not a party to the associated matter. 1 hereby swear
that on November 21, 1990, I did cause to be served on the
following parties:
James G, Partlow
Associate Director for Projects
Office of Nuclear Reactor Regulation
U.8. Nuclear Regulatory Commission
Fashington, DC 20555
J.D. Shiffer, V.P.
Nuclear Power Generation
Pacific Gas & Electric
77 Beale St.
San Francisco, CA 94106
the following document(s):
PETITION FOR REVIEW
#y placing a true and correct copy in an addressed, stamped

rnvolopo and placing such envelope in the U.S. Mail.

Zatty defbe

| Mark Fielder

Dated: November 21, 1990




United States Court of Appeals

UNITED STATES COURT OF APPEALS ioHMDmmﬂMCMMwQONt

FOR THE DISTRICT OF COLUMBIA CIRCURTED OCT 1 91990

SYNCOR INTERNATIONAL CORPORATION,
Petitioner,
V.
NUCLEAR REGULATORY COMMISSION,
and the UNITED STATES OF AMERICA,

Respondents.

NCE L. DUPRE
CONSTANCE |

)
)
;
. 90-1495
)
)
)
)

PETITION FCR REVIEW

Syncor International Corporation hereby petitions the Court

to review and set aside 10 C.F.R.

§§ 30.34(4) (1) (4)=(id),

porticons of the final order of the Nuclear Regulatory Commission

entered on August 23, 19%0, in proceeding No. RIN 3150-AD43,

which impose requirements upon petitioner in violation of the

Atomic Energy Act, the Administrative Procedure Act, and NRC

regulations set forth at 10 C.F.R. Part 2. A copy of the order

is attached.

SYNCOR INTERNATIONAL CORPORATION

/.N/—

Alvin J. Locyman
Ann K. PolYock

Baker & Hostetler

1050 Connecticut Avenue, N.W.
Suite 1100

Washington, D.C. 20036

(202) B61=1500

Attorneys for Syncor
international Corporation
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NUCLEAR REGULATORY
CUMMISSION

10 CFR Parta 30 and 25
RiIN 2150-AD4)

Authorization To Prepare
Fadiopharmaceutical Reagyunt Kits and
Eivte Radiopharmaceutical
Cenerators; Use of

Radiopha maceuticals 'or Therapy

#GENCY. Nuclewr Regulatory
Commission

AcTioN: Interim fing! rule with reguest
[9r cnmment

SuMMARY: The Nuclear Regulatory
Commission (NRC) is issuing an interim
final rule amending its regulations
related 1o the preparation and the
therapeutic Jses of
tudiopharmaceuticals This interim rule
wllows licensees wno elute generators
and prepare reagen! kits to depar! from
the manufacturer's ingtructions for
elut:on and preparation in the package
insert (@ part of the Food and Drug
Administration (FDA) approved
labeling) provided the licensees mee!
certain conditions and limitations The
interim rule also permits NRC licensees
using byproduct material in e
radiopharmaceutical for a therapeutic
use 1o depart from the package insert
regarding indications and method of
administration if certain requirements
are met This amendment is necessary
1o allow health professionals to provide
d.agnostic or therapeutic medical results
not otherwise altainable or to reduce
medical nsks to particular patients
because of their medical condition while
continuing to protect public health and
safety adequately The interim rule
applies only to radiopharmaceuticals for
which the FDA has approved + "New
Drug Applicat =" " (NDA).

DATES: £llective date From August 23,
1990, to August 23, 1893

Comment clusing dote: In view of the
interim nature of this rdemaking,
comments will be welcome at any lime
during the three year period.

ADORESSES: Submit wrillen comments
#nd sugaestions to the Secretary of the
Commission, US Nuclear R lory
Commission, Washington, 20858,
Attention Docketing and Service
Branch Hand deliver comments to 11555
Rockville Pike. Rockville. Maryland,
between 45 a.m and 418 p.m. on
Federal workdays

Copies of the regulatory analysia,
environmental assesament, and the
comments received on this rule may be
examined at the Commission's Public
Document Room at 2120 L Street NW.

Rules and Regulations

[Lower Level). Washington, DC Single
copies of the Regulatory Anelysis are
available from Dr. Anthony Tse Office
of Nuclear Regulatory Research U S
Nuclear Regulatory Commission
Washirgton. DC 208558

FOR FURTHER INFORMATION CONTACT:
[r Tse see ADORESSES heading
Telephone (301) 492-3787
SUPPLEMENTARY INFORMATION:

| Background
A Nucleor Medicine

Radioactive maleriuls are used in
drugs in the field of nuclear medicine
Drugs labeled with radioisotcpes are
hnown as radiopharmaceuticels In
diagnostic nuclear medicine. patients
receive these malerials by injection
inhalation. or orel admin:stration.
Physicians use radiation delection
equipment to visualize the distribyution
of & radioactive drug within the patient
Using this technology. it is possible to
locate tumors, assess organ function. or
monitor the effectiveness of a treaiment
An estimated 7 million diagnostic
rut. .. medicine procedures are
performed in this country annually. !n
therapeutic nuclear medicine,
radiopharmaceuticals are adminisiered
1o trea! various medice! conditions (e g.,
hyperactive thyroid). An estimated
30.000 therapeulic prucedures are
performed each year

B Regulotory Program and Policy
Regerding Medical Use of Byproduct
Materiols

In a policy statement, “"Regulation of
tne Medical Uses of Radioisotopes.”
published on February 8, 1978 (44 FR
8242). the NRC stated:

(1) The NRC will continue to regulate
the medical uses ! of radioisotopes as
necessary to provide for the radiation
safety of workers and the general public.

(2) The NRC will regulate the
radiation safety of patients where
justified by the risk to patients and
where voluntary standards. or
compliance with these standards. are
inadequate.

(3) The NRC will minimize intrusion
into medical judgmenta affecting
patients and into other areas
traditionally considered 10 be o part of
the practice of medicine.

e NRC has the authority 10 regulate
medical use 1o protect the health and

' "Medical use " as delined in 10 CFR 352 means
the “intenional inleral or exiemal adminstretion
of byproduct matenal of the radiation thareirom. |
human beings 1o the precuce of madicing in
sccondance with o Loense issued by a Staie or
Terrtory of the United Siater the Distnet of
Columbis. or the C
‘Madical usa  includes the duagnosic and
therapeutic use of mdiopharmaceuticals in the
prectice of nuciesr medicine byt does aot include in
viro diagnosiic teets.

salth of Pyerto Rice

34313

salety of patients. but also recognizes
\ha! physicians have the primary
responsidility for the protection of ther
patients. NRC regulations are predicated
on the assumption that properly trained
and adequately informed physicians will
make gecisions in the best interest of
their patients

Under the Federal Food Drug and
Cosmetic Act. as amended the Food
ard Drug Administration (FDA)
regulales drug research and the
manufacturer and sale of drugs
including radiopkarmaceuticals FDA
has regulated the safety end
effectiveness of investigational
redioactive drugs since 1878, when FD A
revoked i3 1963 exemption of
radicactive drugs from the
“Investigational New Drug" (IND)
regulation. The NRC withdrew from
regulating radioactive drug sal«ty and
efficacy to avoid dual Federal
regulation. but continues to regulate the
radiation safe.; of workers, pationts.
and the public.

Each new drug approved for human
use by the FDA. including
radiopharmaceuticals. has labeling
spproved by FDA tha! includes a
description of the drug. its
pharmacoiogy. indicatiors for use
contraindications. warnings adverse
reaciions, dosage and administration,
and other information. The labeling of
certain drugs. including some
radiopharmaceuticels. includes
manufacturer's instructions thai specify
the method of preparetion. FDA reviews
and approves the information in the
labeling to ensure that it accurately
reflects the data on safety end
effectiveness on which the drug
spproval is based. NRC has. in the past.
re. 'ed primarily on FDA's determination
ol a Jrug's safety and effectiveness
when it ‘s prepared and used according
io the apyroved labeling. which some
NRC reguiations refer to as the package
.msert, as one means of ensuring
prowection of the public health and
safety

NRC regulations in 10 CFR 35.200(b)
require medical use licensees to prepare
radiopharmaceuticals in accordance
with the manulecturer's instructions in
the package insert (a part of the FCA.
approved labeling). Similar
requirements are placed on commercial
nuclear phsrmacies through NRC license
conditions. Regulations in 10 CFR 35.300.
“Use of Radiopharmaceuticals for
Therapy.” require, among other things.
tha! the licensees comply with the
packege insert instructions regarding
indications ant! method of
administration for the therapeutic use of
radiopharmaceuticals.
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I1 Petition for Rulemaking Filed by the
American Co of N hoar PLysiciaoe
#nd B Society of Nuclee Medicine

On June 8 1989 the NRC dockeled as
PRM. 350 & petition for niemeking
tated June § 1980 which wae filed by
ihe Amencan College of Nuclear
Phisicians and the Society of Nuclear
Mediome (ACNP-SNM). The ACNP-
SNM are composed of over 12000
ndividuale who parucipaie in the
medical use of byproduct materials
Menbers inchude physicians
lvchnologsts end nuclesr pharmacists
\s tharactenzed by the petitioners. the
prisicians supem ise Lhe preparation
and scminisiration of
tadiopharmacevlicals 10 duagnose and
'ea! patrents. Also. technologists
administer radiopharmaceuticals to
diagnose and perform clinical
procedures under the direction and
supervision of an sutharized user
physician * Nuclear pharmacists
reconstfiote rachophermacentcnl kits,
compound radiopharmaceuticals and
tispense rad:opharmacent:cals for
med cal purposes.

Among other tnmgs.? the petitionery
“rouesiad tha! the NRC mmend us
reguiatons at 10 CFR pert 38, "Medical
Use of Byprodeci Melengl o recognae
their appropaate practice > medicine
and 10 aliow (1)) depariures from the
manufacturer o instruciona for
prepanng diegrnoslic
radiopharmacenticals and (2) the use of
radiopharmacecticals for therapeutic
uxlicalions and methods of
admunistaton aot inciuded in tbe
puckage (nsert approved by the FDA

The petitiorers stated Uial, under
current NRC regulations. membery af the
petitioning organizati~na beleve they
canne! appropriately practice thetr
professions The petitioners aivo statad
that authorized user phywicians camot
prescribe certam radiophaimaceuticals
or routes of admimstration for proper
patien! care even though they believe
they are permitted 1o do 80 by the FDA
urd by thetr State medical licenses
According to the petitioners. muclaar
pharmacists bave been disenfranchised
a1 & professional entity beceuse
activit.es thal they beleve are permilied
by the FOA sud by the States are not
allowed gnder NRC regulations The
petitiomens stated thal although a
nuclear pharmecis! © suthorized by
State heense w0 prepare
diop barmacewica wpos receipl of &

! W herevw B 60w “aulioctesd s gb pecinn
0 men ' meems the aweh of G wee " of Ues
Physician working ande: tha supary nen of the
wuthoemed g

" The NRC b working o rewoive the rears ming
e dentliad m O petities

Foders! Rogister / Vol 55 No 188 [ Thursdey Acpus' 24 109D / Kulew sned
W. —

R mie wons

et e,

prescrplion by an suthonzed user
physican, current NRC reguiations
severely reainct thew saclivirty The
petitioners beueve thet iheu
professional acuvities are curtailed by
the limitations imposed by the NRC on
nuclear physwians and pharmaciss

A notce of receipl of the petition wilh
8 public comment penod of 90 days was
published in the Fedaral Register on
September 15 1089 (54 FR 38229) The
Federa! Register notice se! forth the
pelitioners proposed amendments (o 10
CFR parts 30. 33, and 33. including the
deletion of the restrichion regarding the
preparation of radiopharmaceuticals in
§ 35 200(h) ard the deletion of the
resiriction in § 5 300, with respect to
following the package insen instructions
regardmg indications and method of
acmirustration (%4 FR 38240) The
comment period closad on December 14
1989 and 498 comment letiers have been
recetved

Comments were received from many
d.flerent sources soch as bospitals,
pharmacies. and medical aasociates
Aboul 80 percent of tie letiers were
simuiar 1o a form lette’ written for
members of ACNP-SAM. These letters
indicated agreement with the petitian on
all essential poists. Fiteen percamt of
the comment letters were umilarto s
form letter written for the staff of Syncor
International Corporation, aleo agreeing
with the assertions (o the petition
Twentyfive t of the respanses
ware lefare other lodividoals.

Mos! letters (98 percent) supported the
petion and oteted that e NRC shoald
amend ils reguls hons W relon e curTes!
restrclons o the practos of nucken:
medicine and nuclear pharmacy. The
s jonty of ibese bettery dad Dol provide
specilic supparting ratioaale. Bome
commentases provided ralons ke aad
exampies of clinica: ceses that Lhe
commenmery demonatraie how
the resevent NRC regulations prevast
physiciane froes providing proper care
for their patienta The commeniers
staied that, mabough * licersee may
reques! an exemptios rom specific
requirements m the regulations on a
case-by-case baiis thu exemptcn
process is tune comeurmng and
cursbersoms. The commuet s behieve
that a delay (o erder w obtain NRC
epperreal (o & purecuiar depertor from
the pachoage (Asert may. & vorme cuses,
jeopardize the patient's health. Some
examples of clinical cases the
CommEniery mow ded ae described
Letow:

(1) Licensess gre oot able to ove Te-
99m tad albumin with high
spec.ic activity and ow
concentration o sefely perform aog

e L S ———

scans for patients who have pelmonerny
hyperiension because ‘he renges of
specific activity and particle
conceriralion given o the peckuge
insert would be exceeded

(2) Licensees wre not able W ada
ascorbic acid as an anhoxident w Te-
Pm-DTPA, which would mcresse
stablity and enhance tmage qoalty
because NRC regulations do not permit
departure {rom the manufacturer’s
instructions for reconstituting reagem
bils

(3) When evalusting potentia! blood
transfusions, licensees are not able to
pecform in vivo crossmaiching using
potential donar red cells radiolabeled
with Tc-99m because this is not
provided for in the package insert

(4) Liceosees are not able 1o use P-32
sodiuwn phoaphale W Wea! prunary
Thrombocy themio because this usw is
nol specified in the pasckage insert

Ml Need for & Kule

Information submitied by the ACNP-
SNM (n the pettan for rulemaking and
oblained dur.ag subsegquent discussions
wilh Licenwses mdiontes thal he
requ.rernadis o § 35.200(b) regarding
prepacation of rediopharmaceuticals
and 10 § 36300 rega: ding indications
and method of s deinustzation for
therapy procadures are pees enling
suthorzed wser physicians bom
providing certain suclear medicine
climcal procadures. License candiuons
similaz to § 35.200(b) currendly placed an
coammercal puclear pharmacres bave
the samae ellwcl Far same uacommon
chesoase siaiss or patient conditions. in
order W provide pEoper patient care. i1
may be necessary (o depart from the
FDA approved inswruclions l;‘:.hlmn :
hagneetic or thes s peulic me resuils
not otherwise 8llamsbie or W reduce
medical naks Lo partcular patieols
becaase of thew medical conditson.

The NRC belmves tha! continued
epplication of these restnctions
governing Lhe preparation of
radiopharmacewticals and the
indicamons sad the method of
adminisSsation ke therspestic nse of
radio pharmacevicak woukd Bot perm!
proper patianst care 1o be provided to
some patients.

Under (s 1979 Medica! Use Pollcy
Slalemen! (44 FR 8242 Fabruary 9, T97%).
the RRC stated that it would regulate
the medical wse aof byproduc! material in
order lo pratect the haalth and salety of
wonkers, patienia aod the public. ln
general NRC regulatory requirements
are orientad to ensure that the property
prepared radiopbarmaceutical is
sdministered 10 the eorract patient as
prescribed by an suthotized user
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physiciati Aside fromn the requirements
in § 35.200(b) gnd # %3 300 other
requiremien'a in . ' 35 such ag the yse
of dose caiibre’ * =nded lo
ensure the! the ves the
prescribyJ doy “e .y sdtions need
10 provide a bai: ce between adequate
controls and svoidance of undue
inserforence in medical jrdgments The
pigh level of public health and safety
protection that accrues from following
the FOA-approved instructions must be
balanced with the need to depart from
those instructions to obtain disgnostic
or therapeutic results not otherwise
attamable or 10 reduce patient nsk in
some uncommon disease states or
patient conditions in order to provide
proper patient care
The diagnostic use of
radiopharmaceuticals 18 in mos! cases
an ared of inherently low radiation nsk
o patien's (Policy Statement, 44 FR
8242 February 9. 1979) Although thers
are grealer risky inherent in the use of
thetapeutic levels of radicactive drugs
in Light of the information provided with
and gathered subsequent to the petition.
the NRC does not believe that limiting
the therapeutic use of
radiopharmaceuticals in all cases to
only the indications and methods of
administration specified in the package
nsert g justified. Moreover, as stated in
('8 1979 Policy Statement. the NRC
recognizes thal physicians have the
primary responsibility far the protection
of their patien's. The Commission
believes that basic decisions concerning
1z diagnosis and treatment of disease
ar u viart of the physician-patient
rela ‘onship and are traditionally
conside~ed to be part of the practice of
medicine
The NR. hat made a d2termination

that continued application of the subject
requirements withou! exceptions, may
adversely affect the public health and
salety because the delivery of proper
patien! care may require. in certain
instances. that some
radiopharmaceuticals be prepared and
administered in @ manner differsnt from
that stated in the FOA-approved
instructions. The NRC has reviewed the
information on nuclear medicine clinical
procedures and believes that adequate
protection of the public health an
salety can be maintained while. at the
same Ume. providing proper patient
care Hence, the NRC is issuing an
nterim final rule that permits, on the
direction of an authorized user
physician, departures from the
manufacturer s instructions in
preparaing radiopharmaceuticals and
departures from package inserts for
indication and method of administration

{ar therapeutic use, provided a proper
record of the depariure :9 made These
tecords will be examined by the NRC 1o
determine whether 1o extend the interim
period fot the rule. make the rule
permanent, or revise it based on the
nature of reasons for and frequency of
departures. The NRC will provide FDA
the opportuni’y to review this
information

Because these amendments invulve
reliel from restrictions which if left in
place could have an adverse impact on
public health and safety. and pecause
the NRC has received and considered
public comments on the petition for
rulemaking good cause exista for
omitting the notice of proposed
rulemaking and the public procedures
thereon as unnecessary and contrary to
the public interest. and for making these
amendments effective upon publication
i1, e Federal Register withou!l the
cuscmary thirty-day notice. This
interim rule will terminate 3 years after
the date of publication in the Federal
Register

IV. Future Agency Action

Thia interim rule amending 10 CFR
parts 30 and 35 represents oniy one
phase of NRC's resclution of the ACNP-
SNM petition for rulemaking During the
J-year period. the NRC may modify the
intenm rule or take other regulatory
action it delermines necessary 1o protec!
the public health and safety Based on
continued NRC analysis of the ACNP-
SNM petition. the comments on petition
and on Lhis interim rule, experience with
the implementation of this interim rule,
and other information, the NRC may
propose amendments to this rule or to
other provisions of 10 CFR parts 30 and
35 a0 part of its resolution of all the
issues raised in

V. Discussion
Section 35.200 Use of
Radiopharmaceuticals. Generators, and

Recgen: Kits for Imaging and
Localizotion Studies

The NRC believes tha! persons
licenaed by the NRC to elule generalors
and png:n reagent kita should not
always be bound by the requirement
specified in 10 CFR 35.200(b) to follow
the manufacturer's instiuctions for
radiophmaceuticals for which the FDA
has approved an NDA. They should not
be bound |f they have a written directive
(e.g. prescription) made by an
suthorized user physician directing &
specific departure for » particular
palent, or patients, of for a
radiopharmaceutical. and which
includes (1) the specific nature of the
departure. (2) # precise description of
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the departure. and (3] a brief statement
of the reasons why the departure from
the manulacturer s instructions would
obtain medical results not ctherwise
attainable or would reduce medical
risks to particular patients because of
their medical condition The NRC
recognizes that the physician may face
severe time constraints during an
emergency therefore. an exception has
been provided in § 35.200(c) Under the
exceplion. 8 written directive s not
required before preparing the
radiopharmaceutical if an authorized
user physician determines that the delay
in obtaining & written directive would
jeopardize the patient's health The
written directive together with a
statement of the emergency
determination must be prepared with 3
working days of the emergency
administration. The written directive
and a record of the number of patient
administrations under each departure
must be retained by the licensee for e
penod of 5 years and made available for
NRC inspection

This interim rule does not address
dopartures from “Investigational New
Drug” (IND) generator elution
instructions or IND protocol directions
for reagent kit preparation because the
departures may compromise the
scientific integrity of the clinical
investigation. Therefore. licensess must
continue tc follow the IND gererator
elution instructions and IND protocol
directions for reagent kit preparation.

Section 38.300 Use of
Radiopharmoceuticals for Therapy

For a radiopharmaceutical for which
the FDA has roproved an NDA, the
amendments to § 35.300 would permi! a
licensee, under certain circumstances. 1o
use therapeutic radiopharmaceuticals
for indications or & method of
administration not specified in the
package insert Specifically. these uses
would be permitted if an authorized user
physician makes a record of the
departure which includes the specific
neture of the departure and a brie!
statement of the reasons why the
departure would obtain medical results
not otherwise attainable or would
reduce medical risks to particular
patients because of their medical
condition. A record of the departures
from indications and method of
sdministration and a record of the
number of patient administrations under
each departure must be retained in an
auditable form and be available for
inspection for § years. If a kit or
generaior for a radiopharmaceutical for
therapy were approved by FDA (through
an NDA). this interume rule does not
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suthoriee depariores bom the
manulactore s Lmiructions lor eluting
(he perernion o prepasing e therapy
kit

Section 304
Licenses

Commermal puclear pharmacies ere
licensed pursuant to 10 CFR part 30

Rules of General Applicability 10
Domestic Licensing of Byproduct
Sateral” These licensees are required
by & license condition similar to
§ 352000 b) 1o elute genersior and
prepare reagent kit in sccordance with
the manulecturer ¢ instructons. The
NEC bebeves ha! authorized user
obtaining radiophermaceuticals from
commercial puciear pharmacy licensees
should not be bougd by this restnction
in the commercial nuciear pharmacy
license Therelore, the NRC u amend
10 CFR 30 34, “Terms and Conditions o
Licenses.” o permut actions within tbe
scope of those permitiad by the new
§ 35.2000¢). For stuations not within the
scope of the amended § 30.34. a
commercial nuclear pharmacy licensew
may fVe an application 1o have it
license amended W permi! specific
departures from the manufacturer s
instructions for identified products

Under the intarim rue. commercial
nuclear pharmacy hicansees would no
longer be bound by the requirement in
their icenses W follow the
manufacturer's instructions for a
radiopharmaceutical for which the FDA
has approved an NDA {f they have o
writlen directive made by en suthormed
user prymciar dirsctng & specific
departure for & particular patient. or
patiends. or for & mdiopharmacentical,
and wrhich mctodaes the specific neture
of the departure. a precise dewcription of
the departure, and why the deperture
from the mamufacturer's metroctions
would oblam medical rean)ts not
otherwite attamable or wonld reduce
medical neks to particular patrents
becaure of their medical conditlon As
N § 25 200(c) there s an exception to
the requirement for a written directive
before preparing the
radiopharmacentical n an emery
situation il em authorrred oser ph::;m
determines that a deiuy tn obtwining the
writien directive woold moperdize the
patient's health in thi cose. the
commercial nuclear pharmecy Booneee
shall obtsin the writion disective from
the authonged ueer phesician within §
working daye of the prevcritod
departure The divective mes! conisin
informa ton wegerding e eme pency
end all other requered i formation
Licensees shall keep thowe records in s
auckiable lorm and available for
nspection fer b ynare

Terms aond Conditions of

These amendments 10 | 303 take
precedence over the restrictive
conditaons [1e on eluhng generalors
and prepariog reagent kit for NDA
tediopharmacevticals) in the licenses of
commercisl noclear pharvacies.
Therefore those parus of the license
conditions no longer appiy dumng the 3-
year period when the mierim rule i in
effect This intenm rule does pot
address departures from IND generator
elution instructions ot IND protocol
directions for reagent kit prepareton,
thus licersess shall continue to follow
the IND insiructions.

Continuing Applicability of Regulatory
Requirements

The NRC notes that this intemm rule
does no!l relieve Lcensees (rom the
requirements W comply with other
apphicable NRC. FDA, and other Federal
or State regulations or NRC orders or
license conditions concerning
possession or use of byproduct material
for medical use or other purposes as
specified in 10 CFK parts 30 32 39, and
35 Moreover. if a rodicactive biologic
receives & prodwet ficense approval
(PLA). thus intenm nule dowe not
suthanse departures from the
mansfecturer » imstruchions for

panng the biologic. In addhton &

il ot generator for a

radiopharmaceatics! (or tae rapy
recaves an appes ‘od NDA, das insenm
Fuke doee 004 BuLbovine depart e frem
the macnulecturer s mstructions (or
*lURing (e generalor of preparing the
therapy kil Nei har of these approvals
exlsds 8! Vus Umme and peither w
authonied ty curvest regulstions.

Roviotron Safety Resporniti/ihes of
Mediicu! Dive Licensess

NRC medical we licensees are
required by § 35.21 to appoint a
Radiation Safety Officer (R8D)
responsible for implemenung the
licensee s radialion safely program The
licensee is required the RSO, o
ensure that raciation safety aclivilies
are being performed in accordance with
approved procecures and regubetory
requirersenty m the dally operstion of
the l‘mNo:hbwt:d L]
program. g I this rolemeking
relieves the Koenwes h:n’mﬂm
with e requies sesty BN

in sooardance with 10 CFR 3 22 NRC
mechca! e uion lice neees are
regoired to estabind & Radiation Sefety
Commitier (RSC) to overses the wee of
bypreduct materisl The duiies of the
RSC are specificd w § 35 200) oed
include reviesse. on the basw of salory.
of numersaw sepects of o Loomeee's use
of byprodust matensl Nothing m thne
rulecasking rehe sey the |icenses from

complying with the rogquirements »f
§ 3522

VI Admunstralive Slalemants

Finding of No Sigmficant Ervisonmenta
Impact Aveilobrity

The Commission has deicrmined
under the Nationa! Environmental Pulicy
Actof 1986 as amended and the
Commmsion's reguiations in subpart A
of 10 CFR part 81 tha! these
amencments are not 8 major Federal
acuom significantly affecung the qualiy
of the human enviroament and therefore
an environmaniel unpac! stalement is
not required. This mierim rule amends
NRC regulations to permit licensees wne
elute generators and prepare reagent
kits to depar! from the manulacturer's
insuuctons | those persons have a
writien directive made by an suthonzed
user physican thal requests 8 specific
departure for » particular patent. or
pahents. or for » rediopharmaceutical
This directive muwt provide the specific
nature of the departure. 8 precise
descripton of the depariure. end the
reasons wiry the departure from the
manufacturer's instructions would
obtawn medical reswlia diagnostic or
therapeunic. not otherwise atlainabie or
woukl redwuce medical nsks o particular
panents becswee of their medical
condition. The amendment does not
address departures from IND genersior
eluhon yatrachone or IND protacol
directroms for reagen! kit preperation
The NRC 1s slso madifying e
regwiations o permul if certam
requirements are mel (he therapeutic
use of mdioph arma cey ticals without
following the package insiructions
regarding indicatcns and method of
adminstretion. The inge om rule does
not affect the exemptios v 10 CFR part
20 lor the inteahonal exposure of
palrents W reciation for the purpose of
medica! diegroas and therspy

Although the rule mey ceawe some
patients .0 be exposed to higher or
lower levels of radwtion than otherwise
expected. those exposeres woold be
given to obtain medical resoie not
otherwise attamable or to reduce other
reks 1o the patient hlbouldben'ohd
that covrent requirementy do no! limit
the radiation dose prescribed by the
ewihortaed wwer phyvicinn for erthar
diagnowis er The smendmenty
would net refieve oy from
meeting the reguicements 0 10 CFR
parts 20 and 33 thet regirict redivtion
exposure to medicel care persemne! in
the restnicted sren or 10 he genersl
pubie i the answs incied erve or
racioackve efMoem releases R
expected tha! here wouid be wo



significant change. sifher incrvose o

decrense in tadiulion expotire 1o the
pratiic or 1o the envizonment beyond (i
vaposures currently resulting from

toliver the dose 1o ihe pationt

Ihe bosvironmenial Assossment and
bording of No Signilicant Impact is
pechion i the NRC
Putiie Document Room et 2120 L Strac!
NW. (Lower Levell Washingion. DC
Single copies of the Assessment ure
#vlable from D Tee (st ADDRESSES

hluu.".",;)

v alable fur ine

Dupervork Neduction Act Sicienent

This fing! rule am nds information
collection requirements that ure subject
to the Paperwork Reduction Act of 1980
(44 USC 3501 e/ 56¢ ) These
reguiremenris were approved by the
Office of Management end Budgo!
approval nurthers 3150-0010 and 3150~
wn?

Public repart ng burden for this
tullection of irormation s estimaied (o0
wvarape .06 hour per response. including
the ime for review g Ingtructions.
scarching exisling dais soorces,
pothenng and manlaining the duta
needed. and completing and review ing
the collection of information. Send
commeris regarding thie burden
eslimate or any other aspect of this
collection of information. including
suggestons bor redmoing this burden, 10
the Information and Recards
Manugemant Bramch (MNBB-77144 US
Nuclear Regulatary Commussion,

We D 20555 aad 0 the Desk
Olficer. (NLce o/ Informmiion and
Regulatory AfTairs. NEOB-2019 (3150~
Q017 wnd 3180-0010), Olfrce of
Munagermen: and Budgel Washingen
DC 20503

Hepolatory Anelyss

The Commission has prepared a
regulatory analysis for these
emendments The anabysis exammes the
benefits and iopacits coasidersd by the
NRC The reguiaiory soalysis w
available for wspeciion & the NRC
Public Document Room al 2120 L Street
N (Lower Levell Washingan, DC.
Single copies are avallatle fram Dr. Tse
(see ADOWESSES heathny).

The Comm isxion requests pubhc
comments on the requ!story emetysis
Conments are welcome vy trme
during the (hree year perod it the
intenm finel roke w 0 effect Comments
on the analysis may be swboitied to th e
NRC as indicated under the ADDRESN

Bockfit Analysis

The NRC has determ’ .ed tha! the
backin rude. 10 CF" ¥ 308 dees ne!
#pply to these ame sy hocwuse

they do not grvolve any provisions tha!
would impose backfiis us defined in Y0
CYR 80.10%a)(1)

List of Subjecis
10 CFR Port 30

By product meterisi Criminal penally
Covurnment contracts,
Intergoverne endal relalions. lsolopes
Nutlewr materials. Radialion protection
Reporting and recordkeeping
riquiremenits

10 CFR Port 33

Dy product material Crimina! peralty
Drugs. Health faciities. Health
professions, Incorporation by reference
Medical devices Nuclear materiols
Occupautional safety and health,
Radiution protection. Reporting und
recorShmeping requirements

For the reasona set oul in the
preamble and under the suthority of the
Atomic Energy Act of 1054. as amended
the Energy Reorganmaton Act of 1874
as amended. and 8 USC 552 and 583
the NRC is adopting the following
amendments 10 10 CFR parts 30 and 35

PART 30—RULES OF GENERAL
APPLICABILITY TO DOMETTIC
LICENSWNG OF BYPRODUC 7
MATERIAL

1. The sufhormy citation for part 90 1s
revised 10 rmad &9 (0N ows

Autharity “ecs UL B2 181 182 1A 188 88
Swi R4 4B P53 USA O5% as amended sec
MBSl 4 o amended (R OSC 1)
FUIL 220 2L 2170 2208 1D secs I
s amended 207 108 88 et 1260 o
ammnded 1204 180 02 USC 54 SeR2
R )

Section 207 alee weued uader Peb L 26
601 sac. Y0 22 Swal 209 (0 USLC sasl)
Section 30 341 alse msued under sec. 184, 64
Sial US4 as amencled (62 U ST 220
Section 30 81 ako ixsowd onder sec. 187 &
SateseUSC M

For the purpomes of sec 223 58 Siet 968 a3
anmrded M2 LS C 2290 11 203 B0
() (8t end (¥ 30.4%2) and (ol and 30.5)
Are imand ander sec 1600 B Bext 844 0s
amerded 142 USC 2200(0)) snd M WA
208 M4(gl 3034 3051 3042 2058 and
J058(Db) and (o) are Wawad under sec. 1810, 88
Stal 950 as amended (42 US.C 2201(0f)

200 § 54 paragraph (J & dded 1o
ohowa

road as
1 X3 Terms and condMone of Roenses.
. . . . .

(1)f1) From August 23, 1980, to August
23 19m. ewch hoensee ehufing genersiors
and pro- ssing radicactive material
with ¢ reagemt kity fo- which
ihe Food and Drug Adarmistrs flon
(FDA) has approved & “New
Application” INDA | mey depart from
the manufacturer s sduton and
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preperation insiructions (for
tudiopharmaceuticals authorrzed for use
pursuant 1o § 38.200) prosided that

(1) The licensce bes & writlen directive
made by an sutherized user physician
that directs a specihic departure for e
particular patient. or patients. or for 8
radiopharmaceutical. and which
includes the apecific nature of the
departure. 8 precise description of the
Jeparture, and & brief stutement of the
reasons why the doparture frum the
manufacturer s instructions for
prepas g e radrophemaceyiical
woukd obtaie medical results not
otherwise atlainable or would reduce
medical rrsks to particular patients
because of their medica! condition. The
licensee shall keep the written duective
und record of the number of
prescriphions dupensed under the
departure in an auditable form and
available for inspeclion for § yours. or

(1) An adborized user physician
determines. in accordance with
§ 35 200(c) that o delay in preparing the
radwpharmeceutical in arder 1o make 4
whniten directive woold jeoperd ze the
patient's beslih because of te emergent
nawre of the patien! » medwcal
conds on. kn the case the Lcersee sheoll
obwin the writics chrecUve made by the
authormed eser physkaan which
comtamtw the noleton segerding Lhe
emergency wod ok the informalion
specified in pasagraph (1)(1)(1) of this
saclion withio J warking days alier the

rescribed departure Lcensee shall
reep these records in an suditable form
and evaiable for inepectem (or § yaars

{2 The sctiom srthortred in
peragraph (1)(1) of O sectron are
permitied notwithstanding more
restrictive language (n hoewse cond tions
uniens those (icomse condilioms
spectfically reference § 30 34/1)

(3] Neofhing In fiats section relieves the
lrcenses From comphymg with other
epphicable RRC PDA. and other Federu!
or State reguiations governing the
elution of generators and preparation of
reagent kivg.

PRRT 35--MEDICAL USE OF
EYPROOUCT MATTE AL

4 The amthortty caan lor part 35 13
revised v read as lollons:

Axthosiiy: Seca Bl WL B2 W 8 Stal
U5 SNt S G e asmacied (02 LLS.C 210
2300 TXIL MM L sec BN 09 Bial LAl w
amanded (62 L S0 L)

For tw puzpesa: of mc 222 @ Slal 854 a9
amencied (42 LLS C 273) £ ML 3802
BTa)eod D) B2 () sed B 322 B2
3525 3327 fa) (c wend ) 35N (0 AR
7550 (abdB I fwidel 9889 teilh) 550
fotdol Lol friwad L B0 305 B
[arM) BN 7500 (a40 | 3599 B ANs)
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35120 35200 (biend (). 38.204 (4] and (b)
35,208 35.220 35300 352 10ke) 35018 38320
35600 3540 ) 25408 (a) and Ic) 3541000
35415 35420 25500 35520 35605 35000
350610 (a)and [b) 58615 350820 32830 (s)
ond D) 35632 fape(f) 35634 (aheie] 35 82€ (a)
and (L) 35841 (a) and (b) 2564) [a) and (b).
50640 (e)and () 35900 ME D10 35820
5630 35832 25 804 35 640 25041 35050,
35960 38 961 35870 and 35971 are issued
under sec 1610 B8 Stat 948 a9 amended (42
USC 2201(b)) and §§ 38 14 38 21(b)
35.22(b}. 35.23(b). .5 27 (a) andic). 35.20(b)
3530 (ah={e) 35.36(b) 35.80(¢) 35581(d)
35.50(¢). 35 56 (d) and (+)(2) 35.50 (g) and (i),
35 70(g) 358011 35.82(b) 34 200(c). 38 204/c)
35.300(L). 35.550(b). 38.315(b). 35 404(Db), 35 400
(b} and (d). 35 410(b). 35 415(b) 35.810(c)
35.815(d)(4). 35 830(c) 35832(g). 35.824(0).
A5638ic) 386410c) 35643(c) IS 045 and
25847(c) are issued under sec 1610 83 Siat
050. 09 amended (42 US.C 220%(0))

4 In § 358 paragraph (b) (s revised to
read as follows

§38.8 Information collection
requirements: ONB approval.

(b} The approved information
collection requirements conlained in th »
part appear in §§ 3512, 3513, 3514,
35.21, 35,22, 35.22, 3527, 35.29. 38.31,
35.33. 35.50, 35.51, 35 53, 25,50, 38 AD,
35.81, 35.70. 35.80, 38 62, 35 200. 38.204,
35,208, 35 300, 25.310. 35 315, 35 404,

35 408, 35 410 35 415, 35,808, 35.010,
35615 35630 35632, 35634 35 838,
35641, 35 643 35645 and 35647,

8. In §35.200. paragreph (c) is added to

read & follows

§35.200 Use of radiopharmaceuticals,
Peneratons, and reagent Kita for imaging
W localization studies.

. . . . -

{e){1) From August 23, 1970, to August
23,1992 » licensee m=, depart from the
manufartisas’s | grructions for eluting

enerstors and preparing reagent kits
ot which FDA has approved an NDA,
provided that the licensee has a written
directive made by an suthorized user
physician that directs a specific
departure for a particular patient. or
patients, or for a radiopharmaceutical,
snd which includes the specific nature
of the departure. a precise description of
the departure. and a briefl statement of
the reasons why the departure from the
manufacturer's instructions for
preparing the radiopharmaceutical
would cbiain medical results not
otherwise atizinable or would reduce
medical riske (o parficular patients
because of their medical condition. If the
suthorized user physician determines
that a delay in prepering the
radiopharmaceutical in order to make »
wrilten directive would jeopardize the
patient's health because of the

emergency nature of the patient's
medical condition. the
radiopharmaceutical may be prepared
without first making & writlen directive
The authorized user physician shall
make notation of this determination in
the written directive within 3 working
days after the prescribed deperture

(2) The licensee shall keep the written
direciive and a record of the number of
patient sdministrations under the
departure in an auditable form snd
available for inspection for s period of §
years.

{3) Nothing in this section relieves the
licensee from complying with other
applicable NRC. FDA, and cther Federa!l
or State regulations governing the
elution of generators and preparation of
reagent kits

6 In § 35300, the existing text is
designated as paragraph (a) and a new

aragraph (b) i1s added 1o read as
ollows

§ 35300 Use of radiopharmaceuticais for
therapy.

. . . . .

{(b)(1) From August 23 1990, to August
23,1993, a licensee may depart from the
package insert instructions regarding
indications or method of administration
for a rediopharmaceutical for which
FDA has spproved an NDA, provided
that the authorized user physician
makes 8 record of the departure which
includes the specific nature of the
departure and a brief statement of the
reasons why the departure would obtain
medical results not otherwise attaingble
or would reduce medical raks to
particular paticnts because of their
medical condition. Licensees are not
authorized to depart from the
manufacturer's instructions for eluting &
generator or pre any kit for e
radiopharmaceutical for therapy.

(2) The licensee shali obtain this
record within 3 working days of the
sdministration and keep this record and
& record of the number of patient
administretions under the departure in
en auditable form and available for
inspection for § yaars.

(3) Nothing in this section relieves the
licensee from comrBIyiu with other
applicable NRC. FDA (including
requirements governing the submission
of an IND}, and other Federal or State
regulations governing the use of
radiopharmaceuticals for therapy.

Dated st Rockville, Marylend, this 171h dey
of Auguat 1880

For the Nuciear Regulatory Commiassion.
Samuel | Chilk.

Secretary of the Commission
{FR Doc. 90-19901 Filed 8-22-80: 8:4% am|
LLNO COOE "I0-0 -4

10 CFR PART 110
RIN 2150-ADSY

Export of Components for Use in
Gaseous Dittusion Enrichment Plants
Correction

AGENCY: Nuclear Regulatony
Commission

AcTion: Final rule. Correclion

SUMMARY: [n the Federal Register on
July 26. 1990 (55 FR 30448). the Nuclear
Regulatory Commission issued & final
rule which clarifies the coverage of
specially designed or prepared nuclear
assemblies and components for use in a
gaseous diffusion enrichment plant. As
part of the final rule, portions of NRC'»
export regulations were restructured
However the amendments necessary '0
change the references to these
resiructured provisions were
inadvertently omitied. As s resull. parts
of the export licensing regulations now
contain erroneous references This
action is necessary to correct the
inconsisten! references and reflect the
restructured portions of the export
regulations.

EFFECTIVE DATE: July 26 1990

FOR FURTHER INFORMATION CONTACT:
Elaine O Hemby, Office of
Governmental and Public Affairs. US
Nuclear Regulatory Commission.
Washington, DC 20555, telephone 301-
492-0341. or Joanna M. Becker Office of
the General Counsel. U.". Nuclear
Regulatory Commission. Weshington.
DC 20555, telephone 3014921740

List of Subjects i 10 CFR Part 110

Administrative practice and
procedures. Classified information,
Criminal penalty, Export. Import.
Incorporation by reference,
Intergovernmental relations. Nuclear
matenals, Nuclear power plants and
reactors, Reporting and recordkeeping
requirements, Scientific equipment.

For the reasons se! out in the
summary and under the authority of the
Atomic Energy Act of 1954, as amended.
the Energy Reorganization Act of 1974,
ad amended. and $ U.S.C 552 and 55).
the NRC is adopting the following
amendments to 10 part 110.

PART 110-EXPORT AND INPORT OF
NUCLEAR EQUIPMENT AND
MATERIAL

1. The authority citation for part 110
continues to read:



