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December 15, 1989 i

,

i

*

Mr. Dennis Rathbun, Director
Office of Congressional Affairs -i

The United States Nuclear Regulatory
Commission ;

1717 H Street, N.W. ' ;
Washington, D.C. 20555 ;

Dear Mr. Rathbun: |

I recently received the enclosed ccnstituent inquiry, and I would
very much appreciate your providing me with any pertinent informa-

.

'

tion you might have regarding the artter. ;
,

Your kind assistance is greatly appreciated. !

Sincerely, '

N<
Lloyd Bentsen

'Enclosure
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November 20, i??9
.

i
>

Senator Lloyd Bentsan
Housa of Tenatas

?
Wa s h i r.e :c n. 0.C. 20515

9

Dear Senatort
>

.

This l e t t a r- is in support of the Amepican Coli tre of ' Nuclear-
"'. hv- i c i tr.2 .s . . d th) ?:ci:tv :f t'u c t .n r M a d i e t r.o ! P>titi:n for '

Rulamakins. This Fttition for Rulemakins is necas?ary to clarify !

the st111ty of pharmacists and Physicians to prac'ico Pharmscv and
medi:ina. '

9

Nuclear enkrmac;st: tmpound and dispen3+ radi opher ta c euti.n1 s !

usen ". 3 orcar cf s licensed nuclear *hysician. ?oth nuclear ,

.=har mac: s t inc anys::isns are trainsi pro #9seicra13. Th i
phys:c sn has the clinical exper'ise to dec:ce what study a
Particulsr auiant needs and what racioenarmaceutics1 should b+ e

iused. Tha nuc l ur. Phar mu t.3 t W th+ exPtrtise te : compound the |
rad oPnarmac@utiCsl thd. Pnysician ofdtr5. Ihg Pr&C ick of '

medicina and phar rr sc7 is cl ear lv 1'over ned by th) $ts tts r eear dl ess '
of specialty. NRC reeulation of the Practic) of these |

Prof *sJtonals must be avoided- since it will hamper ths-Physicians
and pharmac:sts at.:lity to deliver .muality' patient cart. *

!
Cf Parti:ular intkrest is the- NRC's^ recant'rtintkrerotation of
li:snse conditions for nuclear =wharmacits' anet +pul t tt ens f or ]g

| nuciaar medic;r>& 1:cen222s. At issue is s rt=vi.'2 men; h 3 - - i -: t ' v~

follow the manuf.se tur tr 's instructions- fer? P rP=a r s t i c . . 1 3f .,

+.T o '* 5 v % c e : t i : s ! ) u *rinted in. ' re3 m. O h ' V * 5 ' ' J = =. 9 k u? 9 |...:<r:. 'n .u t e n a.% ::. 3 :e r i :. n .- . .u ;. , w g r, y. : ;.,. .; :. .
'

.

s e :. c o l i n ) .n tha e**aruion *.re: _ ue :: any- n .;:: .- +.
m m .::.J :s nes - s w n '1e: 1 v : .: .; s > P* : .% r t 1.; n.t i ,.nsmen :r j
compouncine to .u cur > t.t .o r > s c r i b i , i s = k y s i c a n + 7c .v i , u '. ' ' > s o J i ;
afficacious product f or his/her Patient.
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This Patition for Rulemakins is necess.arv t0 clarify that .

Pnysicians and Pharmacists have the flexibility to use :
ra :i o phar mac e u ti c a l Products as necassary and approprfatt in the

,

diasnosis and treatment of patients. Death, injury .or |
inaemr,Priate treatment of Pati &nt0 |T.4v r-@ s ulI f r om any mandat)dt.

.

.

variatim followine'of the Packare insert instructions. |
.

I urse you to stronviv c on s i d e r- the ACNP/SNM's Petition for
Ruismakine. Its adoption would. clarify the abliity of Nucitar
Medicine P5vsicians a r.o Nuclear P5srmacists te rive ths.best- :
Pattant care.

Sincar il y,
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November 00, 1939

i
;

Senator Lloyd Bentsen
|House ~of $wnates

Washinston, D.C. 00515 |i
P

Dear Senatort
!
+

l-

This letter is in support of the American Collese of Nuclear
Physicians and the Society- of Nuclear Mecicinal Petition for .

Rulemakins. This ' Peti t t or'~ f or 'Rul emaki ns is nectsserv to clarify f
the ability of PharmacistJ ind PhY?icians to Practice PharthacY and
mecicine.

Nuclear Phaimacists compound snd 41 spens e r adioPhar mac auticsi s
upon the order of a licenssc n u c l k a r- ohysi:ian. 30th nuclear !

Pharmacists and Pnysicians are rsinto er:fsssient r. The ,'Pnys:cian P43 the clinical .m pe r t i s e to dacide. What' study a
particular Pattant needs and what r ad io phar mac 2 u ti ca ! should be '!used. The nucisar Pharmac 13t has- the exper tiais to c:mPottnd th*-
radiopharmactutical the Physician order $. The- Practice of
medicine and pharmacy is cleariv sovernea by the. Stater rewardless- 'I
of specialty. NRC reeulation of the Practice of these
Professionals must be avoided sinceLit will hammer the Physicians . ;
and Pharmacists teilitY to= deliver mualitY eatient ctr?. i

.

!

| Of Pa r t i c u l a r- i n t a r") s t is the NRC's'rscent .rainterorttstion of
licens+ conditions foe' n u c l e a r- Pharmacies and r asiil stier.s f or
nuclear medicine licens+es. At issue'is a requirement to strict!v l

. f o l i ow.. . t.n* ..manu f a c.t ur e rd s .. i ns I.r u c.:.:. o ns .for er.e=arsvion cf. -'!. .

131 : : 1.".:.
-

:. , a u *-4 ;3 > .,n;;..,,r s, 33. .

-
. .

;ne, set. T'i k .= a c . . u w :nse infc mui:n s h ,:. l a w e m .varkc -u
. |

.

suidaline in the ervParation and use of any Produe; ,~
' tut*

' Pharmacis ts mu's t 'have' t he! dil i tv 't b 'use deo f e s's ion'ai1 J ud eemen't . i'n ,

c c.np o un sia e :o assure the Prescribins Physician receives tha mos; iefficacious Product for his/her patien* ?
!

P'.v s i ::. a r.J . .; s : 1: ao >r a s cri:.a. PP Muc ':: n c.o w a .nos t :,aPec: : u :3 '!
f e .' t% sir :. rdividus: %ti en ts . O i--tu- :<. .ya, u - 9 .- ., P., :ty. -

t
.

.u rr _3. . t;' v- =r av en - e. u r,.:. 3 : a -. , .: ;.:: m - ..:.-;' --

4. .m , . . . ., .,, ,.. ea t1* rtt s .. . Jh e ..sua l i.t w o f...me d i c a.k. c ar.e. ,f o,r: tM s.u -pa t i e re ts ..c o u l d.. bv r-
.
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This Petition f o r- Rulamakins is necesrary to clarify that
Physicians and Pharmacists havt the F1&xibility to uso
radioPharmaceutical Products as necessary and aPPropriatt in the
disenosis and treatment of Patiant:. Death, i nJ ar 9 o r-
intPPToPTist) trtatm@nc of Patient 3.may refult f r om any |Da n d a t & d e
verbatim followins of the Packare insert instructions.
I urve you to stronsiv consider the ACNP/?NM's Fetition f or-
Rulemakine. Its adoption'would clarify the ability of Nuclear
Medicine Physicians and Nuc l ear- Phar ma ci s.t s to sive the best
patient care.

.

Sincerelvo
*

,

A

Richar d Sher :f f RPh.
Nuclear Phar macist

,

. . . . ... . . . . .. . - . . . . . . . . . .. . -

1
RICHARD S,HERIFF. R.Ph... . . . . . . . . . , . . . . : . s. ,. ..

. . . .. ....EjC CCl'. .. ...,. .. , . . . - . . . . ~ . . . . . .v . . . , :........ . . . . . ..... . . . .

Syncor Intemanonal Corporanon

200 Wmt Maenolia, Suite 203 Fntt Worth. Teras 6104 - 1
-

($1D !)bl900 '.ledsol Semces Goup
!t617) 132160 Parenteral Phannacy .'emces.

.,

I

% Innovators in high-tech pharmacy services !

~

- .j
:

. .. . . . . . . . . . . . . . . . . . . . . .. . . ... ..
_ _ _ _ _ . _ _ _ _ - - - -
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Th6s esceon of tie FEDERAL REOtSTER comments to the Secretary olika ponent care, even diewsb lief ese
comaine noesos se vie pusec el pie Coenmission. U.S. Nuclear Regulatory permitted to do so by the Feed and Drug
proposed leeuense of rulee and Commiteion. Weeh;ngton. DC 20688 Admialstration @A)and by thek state

ireguseasons. The purpose el thans notices Attention: Docketing and Service
is to pee Weressed persons en Drench.

~
enedicallicenses. According to die 1

petitioners. nuclear pharinamets hove 1osooramny to perucipew m ew noo
Deliver commente to alie One White been disenfranchised as a profemelemal I****8P"'''''*"8''"'"'''"" Thnt North Building.116&& Rochellie entity because ocuviuve diet are*8***

Pibe. R >ckville Maryland between 7:30 permilled by the it)A and the sentes are
e.m. and 4:18 p.m Federal workdeyo. not allowed under NRC requienene. The

NUCLEAR REOULATORY For a copy of the pention, write the petitionere state diet although e suelear -
COMMISSION Regulatory Publiceuene Branch, pherinacist le authoriand by state

Division of Freedom of Information and license to prepare tediopher===awle10 CFR Porta 30.33, and 35
Publications Services. Office of for patient administintion upon sese6pt {

,

M*'' "*#""'N Administration. U.S. Nucleat Regulatory of a prescription by an authoriand seee
1

Commission. Washinston. DC 30665. physician, current NRC reguleuene
Ametteen College of Nuclear The pet 6 bon and copses of conumente sevetely teetrict deeir activity to sigid

,
4

| Phyelciano end the Society of Nuclear received ma he inspected and copied reeemoulutinn of ets.mlerd hite and is
,

I Med6 cine: fleceiM rd Petillms lot for a h.n ni t in MtM hdd6e WHannent dispenning dvee.e of j
;

flulemaking Huum 2Im t.!;treet NW. (t.ower 14vell, tediuplinemecevi6cale distributed bys
i ;Wesliinstion. DC. mastulactufers. Nuclear medisiasAssucy:Nuc!cer Reguintury pon runt sen twoonesat60es tow? Acts tecimoloniste reconstituteCosnmienion. MichaelT. Leser. Acting Chief.Rulee red;ophetsneceuucale and perless
I Acteose Peution foi tulemaking: notice Review Section. Reirulsiory Publicatione clinical procedur a under the

of receipt. Dranch. Division of Freedom of supervision of an authorised user
speessany: The Conum.ewm le Infonnation aml Publientinne Services. physician.11ie petithmore bellees that.

puhiteldng for publin sunnment a unilon (Hfh c sil Adudninkedbin. H.R. Nm hine Huilt pnde ninnal acHvlune are eartelled
H d@u y Gumdpion. Wneldnethm, b ihm lhnitalinas laugnisesi sset meeleerof receipt of a putithm fut ruinmaking '

dated lune 8.1909, which wee filed with .D.,C W%8 Telepimne! 394. 458-7760 orp ysicione and pharmetista.
the Commloelon by Ilie American g y 7,,,, mg,

Background
College of Nuclear Ph)sicione and the # NEMA,ay paronesAm

; Society of Nuclear Medicine. The retitione's he petillonere benin the pounes with
petition wee docketed by the a recitation of the followiny !
Commiselon on lune A.1900, and het The Amer |can College of Nuclear At the Hoe the Atomic Enessy Ass ef1864
been assigned Docket No.PRM 35-g, Phyelciano (ACNPI and the Society og we paend.the mA deu not regolete
De petitioners request that the Nuclear Medicine (SNMI are comprised radioacuve dnies telthoush they hed the i
Commission revise its regulations to of over 12.000 Individuals who mam*ete to de sol. mA besen requieues

'

****' 'eto0Produard red 6ophase sensesale
give cognitence to the appropriate scope (articipate in the medical use of in 19e'4 and beten reevenung byproductof their practice of medicine and pfs,p?oduct material. Members includeysic8ane. technologiele and nuclear red 6ephermeeevuceis 6n tort baul that 46sua,pharmacy and thereby allow nucleet the preparation and use of
physicians and nuclear pharmaciste to phanneciela.%e physicione supenise radiopharmacevuoele made from bye'reduet
reconstitute non tadlosotive kite the preparation and admiiilstrellon of . meterial hed been reevleted sele 6 by the7differently from the method s endlopharmaceuticale to diagnose and Atomic F.nergy Comnussion (now the Nuclear <

recommended by the manufacturer *, treet patients. Technologists adminleter Resuletory Comminion). As yeare poseed,
allow nucieer physicione end nuclear radlopharmaceuticale and perform mA contmnd to refine its rene 6n revieweg.

h chnical procedurn under the direction *PP'''*8 * d "t"I' ""8
'j,d',",P,f',"",',",T f * * M dradi p e oc utica e whose and supenision of an authorised uur

tr. rafacture an.1 Coldvution are not phytki.*.n. Muc! car plumaciate ,,

regulated by FDA* sud permit nuclear reconstitute radiopharmaceutical kits. . FDA now regulates all
physiciene to determine appropriate compound radiopharmaceuticale, and radiopharmaceuticulo, whether made by
diagnostic and therapeutic applicatione dispense radiopharmaceuticals for manufacturere, nuclear pharmaciste or *

.

of radiopharmaceuticale, medical purposes, their deoiences in medir:el institutions or
Dates: Submit commente by December Petitinner's lutnical C""| ,*"|; ''j'f," "[8",I'|y ;14. Imm. ,

%e potukinese mn inimpetml in ihn iIIA hne the lwhqnt nothouty inUnmments rect ived nfler lhls tlnin requested nction hecnuen tmder curlent regulate all resenn:h und clinical use ofwill be considered il11 le practical to do NRC tegulations. members of the

consideration only for commente petitioning organlantions believe they
.tedloactive druge directly or indirectly,so, but the Commeselon le able to assure 4

Decause of the exemption from
received on or before this date, cannot nppropriately practice their . manufacturing and distribution

,

professions. The petitionere tiete that requiremente of the FDA forAcontests:All persons who deelte to . nuthorited user physicione cannot pharmaceutiente (includingsubmit wrtllen cemmente concerning Ihe prescribe certnin endiophnnnnt:euticale indlophnnnne rutirnini prepared under
i

petitlun for ruleinnking ohnuld omni thnir m runlee of ndminletratinn for uptimal liquin inwe segulnHng the prnulles of
.

I h

*
. .

- * -- _ .--- _ n_ _ _. _ _ - _ _.--2- --.c -- -m -w-on-e n w. s v.~I---
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.

medicine and pharmecy. cnemercial compounded, or processed under en described in the sectione for vMeli it le '.

New Drug Applicatione are not granted esempt cet ory of section Sto(si of the licensed. This authoriseHon supersedes ifor these drug prepareLions. These druge Fedwal F Drug and Cosinetic Aci. any licenu condition loomed belere -

(ore still recognised and regulated by [ A medicalInstitution licensen may (ineett effective date). t, -,yt)A. use e medical resterch use any 7. With regard to suppliere, the'fhe practices of medicine end bypmiset meterielin a
phermacy are esempt from FDA's tediopharmaceutical and for a use peut;onete recommend insertieg a new

'
i

manufacturing and distribution involving mewuremente of opteke. - peregraph tu 10 CFR 36.43 and seneme

(. regulettone by conyeeslov i mandate. dilution, or enoretion if its see has been peregraph (c) es pereyeph (d). |

but they are not enempt from II)A's approved by the Radiation Safety (c) Byproduct el nn !
,

regulatione forbidding misbranding and Committee (RSC) and the inoHtuuonal radiopharmaceuticale compounded by !

edulteration.'Ihe FDA is the Review Doord (IRD) chartered in
w undw h upwvi M eslew (

enforcement arm of the drug quality accordance with 48 CF1t part 46. licenwd nuclear pliarmecist er nuclear -

medicine pliyeician if seek !etamlntda pnidlehmi ht the ifnited RioInn g,,s. finn ;#uw *

l'imimncngumin. inihophinennauded en mm'mh ed.
peepmed. pnipegated. : n -2-d w |petitioner's Pro 6 meal any yptoduct materialin a processed under en esempt estegory of ;

r
'

section 81014)of thoandCosmetic Act federalFood. Drug.*the petitioners propose the following redlopharmacutical and for a >

i essendenente. diagnostic use involving imaging in ;
I 1. Define " medical remerch we"In to which: s. With regard to free.etending . i
| CFR 30 4 as follower (1)The radiopharmaceuticalle radiopharmacies the pet 6tieners request !

.

Medico / /teneurch Use meene the manufactured and distributed in that NRC revine the requiet6ene to allow *

Intentionalinternal or enternal accordance with the Federal Fond. Ilrue, free standias radiaphermecies licensed-
v

administration of byproduct rosterial, or e-d Cosmetic Act and the Public liestth under 10 CrH 32.72 and 10 CFR 33.73 to
- '

the radiation therefrom, to human Service Act.or: also compound redV r sticale, i
subjects br research purposes. (2| The radiopharmaceuticalis - The peuttonere believe that thee must be (

-

A Define "rediopharmaceutical" In 10 'n nufactured. Prepared, propagated. eccomplished by licensing action
|

,

CFR 35 2 as follone, compounded or processed under en because those 16 censes have a eleuse
,

'

lintlit$phurmaceuticolinence nny d nq e Aempt coletory of sectinn 510ht| nf thn ihnt states that if the license document !
ur heningin that mmtatus bygueulm. Dulural Fmul DrnH. Menl UnomnHn Aul. In mine span 6ctiva than the rareintinn. I

muterint. @ A unnHunt ineutuHon Ucnneen enny Hto in:ennn dinamwnt tal es precedence. f

Define " uical resserch use in 10 Use or medicalrewerch ne any According tu petitionere. these licenses I*

by oductmateriella8 shoold be smended by NRC. without38.2 se owe.
ledicalliesearch Use means the

te lopharmaceutical and for a usea charge to the licenwe, to reme=e the
intentionalinternal or enternal

involvingime 'n ilits use has been requirenwnt to reconstitute
,

administration of byproduct meterial, or approved by and the IRD - radiopharmaceuticale in scoordance i
,

chartered in accordance with 45 CFR with the manufacturer's lastrucHon' i

f ,*h",, *," [
""

Part 46. petitione's believe that in the event of ;

4. Redefine " medical ineutution" in 10 Secilon Js. Jct; eny disciplinary action b NitC. the
i CFR 38.2 as follows: (o A licensee may use for medical use ' "

h Id a l d*i Medicollpaillusion means a single en yproduct materialin e i

I heel h care facility or a health care te lopharmaceutical and for a s. With tegard to specifle licenses of
t

' t
orgennsation which may physically exlet therapeutic use in which: broad scope for medical research use. .

In multiple separate locations but te (t)The radiopharmaceuticalis - the petitionere request 10 CFR 33.11(a)
Integrated through economic and/or muufactured and distributed in be amended as followe
management agreemente. Several

accordance with the Federal Food. Drns. (a) A " Type A specific license of imedical disciplines may be practiced in and Cosmetic Act and the Public Ilealth broad scope''le a specific license i
e reedicalInstitution. Service Act.on authorizing tsteipt acquisition.

5. With regani in 1%ntitcc of (?l The rmlinpharmureutirni I, ownership, pnancesmn use, and trnnefor .

Pharme y. Pena;tn.e of hinille inn und mmmim im ed. gn epnied, pinpnunteil. of any a lu.mical or physicalintm ut ihn
kledient Hesearch, the pettunnerg compoundml or proccesed under an 19 tnndm.t matern.d spectiled in the
reco nmend the following amendmente perupt cutegory of Section $10(g) of the - ikenau. but not exceeding quenuties i
to il 35.100,35.200 and 35.300 Federal Food. Drug, and Cosmetic Act, specified in the license, for purposes (
hion 358 ( A medicalineutuHon licensee muy . authonted by the Act.The quanidies 4

use r medicot tesearch use any specified are novelly in the multicurie
.(e) A licensee may un for medical ueg byproduct materialin a renue. Applicants that are medical

.'
eny byproduct materialin a radiopharmaceutical for a therapeutic Institutione may conduct medical
radiopharmaceutical and for a use if its un has been approved by the resentch use in addition to conducting
diagnostic use invulving measuremente RSC and the IRD chartered in resenrch and development es defined in '

of uptake, dilution or excretion in accordance with 45 Cm part 40. 10 CFR 30.4. j
which: * 6. With regard to NRC licenses, the 10. The petitionere recommend that to '

(1)The redlupharmaceuticalle petitioners recommend the addition of a CFR 33.13|c)(3) be amended by edding a
manufactured and distributed in - new paragraph to 10 CR 35.11. new parngraph (iv) es follows:
ecentdance with the Federr.1 Fumi. Deng. (r:) Any meelical InstHuilon licensed in 11vl Heview, apprnval, emi reentdingami Conmolln Act nnd thn public linnith nan hypiminnt inntmini for nunllent n=n by the HmHutinn !!afaly Canumilton mul

,

Seevkn Act ut. . nn deneettn d in i 35.t00. I 35..''00 ut the inghtuttunaliteview Uvard uf thu
,

(2) The redlophurmaceutic.il la l 33.300 may also use byproduct Safety und ethics of proposed uses
manufactured, prepared, propogoted, material for medical research use Invulving medical reperch use prepared

i

e
. .

.

.
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in reestdince with peristat*h (c
allhl asellos prior to use of Lhe)(3)(LI) phnemesy and medluine lowe le neiesing
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Gesundelet poteen ''
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De pouttenere reqpeet that the NRC
revios its regulenene to give tegninense
to the appropriate eespe of the presdne
et snedlelas and pharmeer.The .

pettuenere believe that to Crd part as :
eheuld be revised to recogenee allew

machenlems that FDA uses to sothertse !
thee use of rediopharmaceutieels. .
Ateerding to the peutioners, pendig o(
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Statement le Support,
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%e petitionere state that NRC
mentions only two FDA sempilones

mechenieme. The two mechanisme cited
.

are the approved investigettonal New ,

Drug Appilcation(IND) and the
,

approved New Drug Application (NDA).
petitionere state that there are other

*
$. .

i

.nechentems to achieve it)A comellence '.
which the petitionere believe should be
cdded to NRC's regulatione, According
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D petitioners. mechanieme are approval i
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vie product Lir.ene Appliceuen(Pt.A). '

Radioactive Drug Kreeerch Committee
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