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Eugene L. Saenger Radioisotope Laboratory
Cincinnati Gencral Hospital

CD 234 Goodman Street

gyQ D9. g Tfffd cincinnati. Ohio 45257May 29, 1979
- TELEPHONE (513) 872-4282

Secretary of the Commission
,.

U.S. Nuclear Regulatory Cotamission ,

CCCKE,i NUMO..R
Washing ton, D.C. 20555

PETITION RULE PRM -M-/ M q gpf d
Attn.: Docketing and Service Branch

Centletaen:

In regard to the petition for rule making submitted by George B. Taplin,
M.D. as published in the Federal Register Vol. 44 No. 89, Monday May 7, 1979
page 26817, I wish emphatically to support this petition.

Dr. Taplin, one of the leaders in the field of nuclear medicine and an
individual who in his lifetime has developed many important radiopharmaceuticals
which have given great benefit to sick patients throughout the world, objects
to a limitation of the Nuclear Regulatory Co= mission which requires that physicians
rigidly follow the package insert of the Food and Drug Administration regarding
the chemical ed physical form of the agent, route of administration and dosage
range in carrying out clinical procedures which have not been approved by FDA.

This requirement is not one imposed by FDA; in fact, they have specifically
stayed away from the area of impeding the judgment of the physician in regard
to these drugs.

This matter is of extreme importance since in addition to the specific
concern of Dr. Taplin in regard to technetium-99m labeled DTPA it applies
broadly to all radioactive drugs used in the field of nuclear meaicine.

Having studied this broad question for a nu=ber of years I am unaware of
any judgment exercised either by the NRC or the FDA which demonstrates that
the judgment of either of these agencies is an improvement ov2r the judgment
of a physician in the care of an individual patient. The argument purportedly
advanced by NRC could be extended to mandate the length of a surgical incision
or the number of days for which a patient requires antibiotics or other drugs
in the treatment of a specific illness.

I attach to this letter a statement by the Nuclear Regulatory Commission
concerning their goal of minimizing such needless interference with the develop-
ment of regulatory procedures issued in the Federal Register Vol. 43 No. 150
ot fhursday, August 3, 1973 in response to a request of President Carter.

It is essential that those of us concerned with teaching, patient care
and clinical research be protected from this type of harrassment as it is a
serious threat to the health of the citizens of the United States.

. Sincerely, ; 426 018. ..
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ELS/swh gg g Eugene L. Saenger, M.D.
enclosure Pro:essor or Radiology

cc: Senator John Glenn Vice-Chairman, Department ,f Radiology

Senator howard Metzenbaum
Representative Bill Gradisen
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_. 34358 . The NFC is fully cognizant of the srcrioN 2(b) * ;;pw
[f595 31] ' Importar.ce of eliminating unnecessary Requirements., y..

NUCLEAR REGULATORY
burdens upon those bcIng regu!ated. Agency head must review issues and77
and of reducing as f.tr as possible the

COMMISSION economic cost of Government regula- alternatives before staff initiates de-
-7

?Velopment of significant new regula.
IMPROVING NRC REGUL.AHONS tion. The following quote from the %

NRC's Value Impact Guidelines, tions. + + -
teipensei. Exe. ave ord.e 12044 adopted by the Commission in Janu. Comment: g%-AGENCY: Nuclear Regulatory Com- ary 1978. Illustrates our commitment The Commission is kept informed of '

to these ideals:mission. current staff efforts. "Pr edevelop- .g-

The policy of the Nuclear Pegulatory ment" reviews are conducted only se- .. .n
ACTION: Progress report to the Presi- Commission is that value impact analysi.s be lectively by the Comm!ssion. However.r .:
dent and Congress. conducted ! r any pr p sed regulat ry ac- the staff generally preparcs prelimi- '4-

tions that might impose a significantSUMMARY- The NRC ls making
pubtle its response to the President burden on the pubtle where the term public nary regulatory analyses of significant

*

and Congress dated July 21, 1978 is def!ned in it.s broadest sen.se). Such policy regulations in early stages of their de-
is not to be construed to mean that cost con- velopment. ,g

(copy attached), outlining- the plans siderations take precedence over consider. g
for voluntarily implementing Execu- auons of health, safety, enrtronment, or na- SENN g ,q
tive Order 1:044 " Improving Govern. ti nal suunty. hse factors nmain para- . p.

the public are invited. tive means of realtzing equivalent benefits Requiremenis:
yment Regulations." Comments from mount. However, where there are alterna-

In regulatory matters, cost should be 1. Provide opportun!ty for publie Nrf-a -

DATE: Comment period expires Sep. prime. consideration.
-9%a section-by.section re- 2. Allow 10 days for comments.tember 5,1978.

. Enclosed issponse to the provisions of Executive3. Notify interested parties directly if
;, ,

ADDRESS * Interested persons should g
send their comments'and suggestions Order 12044. In each case we outline 4
to the Secretary of the Commission. briefly our current procedures and necessary.
U.S. Nuclear Regulatory Comrmssion. plar's for some future changes in cer' Under present NRC procedures 'W

public comment on proposed regula- ']Washington, D.C. 20555 Attention; in ou e on seta a d ti ns is invited um pubdcation in the . p,,Docketing and Service Branch.

FOR FURTHER INFORMATION needed' FrntaA1. RrctstrR. Mest Commission
.

%.meetings en proposed regulations are OfCONTACT: Respectfully. -

open to the public. Current practice is
William M. Shields. Office of the Josty M. Hrsonte. to allow 45 days for public comments. ,-r.
General Counsel, U.S. Nuclear Regu- Enclosure: Analysis. The 60 day period for put,lic com- .

,

latory Commission. Washington.
D.C. 2055. 202-634-3215. SrcrioN n-Stortox ANAt.Ysts or ment can be implemented without dif- w

'' -

ExrcUTrvr Onora 12044 ficulty. In certain rare cases immedi- 'IDated at Washington D.C., this 31st ate action must be taken for safety, se-
day of July 1978. scertos sca) curity, or othu re sons, and a regula J|!tion may then be issued prior to theFor tne Nuclear Regulatory Com- Requirements

expiration of time for public comment. ' - " , ,nission. Pubitsh semi annual agenda of regu. In such cases the need for immediateSAxtrt. J. Cmuc.
Secretary of f %e Commission. lations under development or review. implementation is explained in the .

Each item should include a staff con- published notice of the new regula-
.-

tact. II " 6

[7590-01] Commenf Certain licensees who may not have '.% j
U.S. NectrAA The NRC now employs tuu separate immediate access to the FrstRAI. Rtc- .,

Isita ( e. g.. physicians and rad no- .

RzcetATonY ContsstoN. procedures which seek to achiave the
graphers) are generally notifled byWashinsto n, D. C., July 21.1973 goals of this sectioru

(1) NRC publishes an agenda of peti. direct mail of proposed re.ulations af-
N N sm m . tions for rulernaking currently under fecting them. g
ne nite House.
nshanaton, D.C y,y g,,;

Draa Ma. ParsterNT: I arn pleased to (2) NRC publishes proposed regula- srcTros 2(d) V

transmit the NRC report of progress tions for public comment; '

(3) A status summary report listing. Requirements: P
in improving it.s regulations as request- among other things, those regulations
ed by your letter of March 23 accom- under development by the Office of 1. Agency head or designee sha|1

- '

Executive Order 1:044. Wefully support" the basic objectives of Standards Develcoment (the " Green review and approve significant regulspanying
Book") is published quarterly and is tiens before publication in Frota. t.

the order and believe that the prepa. available to the public en request: and Rtcisita. The review shall include
ration of c!earer and less complex reg- (4) Commission staff papers, which analysis of alternatives and impacts,
ulations is a 'secessary prerequisite for tre discussed in Commissicn meetmgs including any burdens imposed by re-
satisfying these objectives. open to public attendance, are placed E # #'E "4"'#'* *"E3' .

We have carefully examined the pro-
.

.

visions of the Executive Order 1:044 in the Washington Puclic Document 2. Agency head er designce sha!! de-
Room on the day of the Commission termine that reputat:cn :s written into determine how current NRC proce",dures cernpare. We have found that meeting. plain English and is understandacle toThe NRC proposes to publ!sh afor the most part. cur procedures

appear to satisfy the requirements of semiannual list of significant regula- licensees.
-~

tiona under review by t'e staf f, in ad- 3. A plan shall be developed for eval-
the order, or at least will satisfy its diticn to the procedures al-eady in unting a regulation af ter it has been
intent upon suttable modificat:cn. In place. A st2!! contact will be listed Implemented.

_one area (section 4) further study is where possible. )needed to determine our position.
s .
y
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! 1expected to increase.1 In certain cases changes in economic or techn!ce! c:./g_g}[ a more extensive environmental ditions. bs
gm ment Impact assessment tnay be prepared Comment !

''
The Commission reviews all signifi. which will consider the listed factors I-

'Iae NRC does not at this time have
cant regulations prior to .their publica. In greater detall.

,

* C{D 3t(*Pf*$g ,"regalations
- $

8
tion for comment in the Procuu. Rtc. Current NRC criteria for the value. g

7Ism, and would consider most of the impact analysis are more restrictive are reviewed if a particular program is p
listed factors. The NRC Office of In. than those required by the order, that under review (for example, current N
spection and Diforcement takes such is, the NRC performs an analysis of safeguards regulations); others may be j i k I-

k| I 1;additional steps as,directly contacting many regulations whose total econom- reviewed due to external events (such

affected parties to assure that licens. Ic impact is far less than $100 million. as petitions for rulemaking). Finally, ;

ces correctly unders! id the intent of Similarly an analysis may be r er. there are staff. initiated reviews, such j; [ ,

our regulations. formed on regulations having only a as the current plan to review signifl. Ig ; .

The Commission does not at this minor economic effect on thu nuclear cant fuel cycle regulations beginning p

time require a formal plan for evaluag. Industry and hence on electric con. in fiscal year 1978. I q ;
e d s. j

ing the regulation after its bsuance sumers. The Commission may, of h o o sm.;
f

,

(No. 8). Such evaluation is peri rmed course, order that an analysis be per. resource-effective methods, involving i C

on a continuing basis by the regula, formed on any proposed regulation or full opportunity for public Input, for 1 J '-

tory and enforcernent staff, particular, other staff action. In our view the periodically reviewing our regulations q
't

-

h
ly in regard to new regulations of un. NRC is in compliance with this sec- as outlined in section 4. 3-

certain impact. (See comments beloor tion. ,iy (
~ * * *# '

on a related requirement in section 4.) O N
Reguirements N ?* .

srcTIONs s(E), s(A),3(3), AND 3(C) (7590-01] .1. Prepare a draft .cport outilning- . ;

*** # * D I'D *""Requirements -

S8 ti 3 3(b) and aay proposed changes the con;(2) Mi ;
1. Dtablish criteria for evaluating

regulations and analyze alternatives. At this time some proposed regula. criteria for identifyi'" significant reg. yIO|h
2. Publish the analyses. tions are published accompanied by ulatior.s, or regulations requiring regu. F,

the value-tmpact analysis. It will be latory analysis; and (3) proposed crite. '|
P

FCornment . NRC policy in the future to make any 'ria for identifying regulations to be in. i ,

value-impact analyses available for cluded in the periodic review; publish v |*

Sections :(e),3(a) public review at the time proposed or report in ProtxAI, RtcIstra and send |j 1
final regulations are published. report to Office of. Management and

{
*

The value impact analysis currently ,

performed by the NRC staff for most Section 3(c) 2. After revising report in light of IE
proposed regulations weighs many of public commmts. send to CMD for ap. i[The NRC Office of Standaids Devel.the listed f actors, where applicable t pr val before final publication in Pr:>- }.@M m s b W MW De m RtcIsm.

g5the NRC situation. The NRC does not ment Room a final value-t= pact analy-
have a formal set of criteria to deter. s!s Lf there Save been any modifica. ' Comment ;fmine which regvlations are ''signifi- tions or cht.ges since the proposal NRC will voluntarily comply with I

cant _. The guidelines for the value. was first published for comment. This the reporting requirements of this sec. N $[
. npact analysts stipulate only that all procedure will be extended to all regu. tion and submit the report to OMB for #;
proposed regulatory actions which are lations subjected to value-!mpact anal- comment. With suitable modification I5
non recurring or nonroutine should be ysts. this section by section analysis will I
examined. [ Historically, value impact Constitute the draft report. Because

' {SECMcN 4 ,

analyses have been performed on the order does not apply to NRC, an
}..about 80 percent of significant pro. Requirement 3 Independent regulatory agency, we do !

posed regulations. Under the Commis- Periodically review existing signifl. not believe that OMB a; proval of our |
sfon's new value-impact guidelines. cant regulations for continued need, report should be required. ?- i-

adopted in. January 1978, this figure is burden, simplicity, duplication, and (FR Doc. 78-21645 Filed 8-2 78; S:45 a:n) k I'
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