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PRIVACY ACT STATEMENT

| Pursuant to 5 U.S.C. 552 ale)(3). enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93 5791, the fellow.
ing statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on NRC Forri
313. This information is maintained in a system of records designated as NRC 3 and described at 40 Federal Register 45334 *

. (October 1,1975).

~ f
1 AUTHO'itTY: Sections 81 and ICl(b) of the Atomic EnerDy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b));

2. FRINCIPAt. PURPOSE (S): TL ....ormation is evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30,32,33,34. 35 and 40 to determine whether the application meets the requirements of the Atomic Ener;v Act of
-354 as amended, and the Commission's regulations, for the issuance of a radioactive material license er amencmea.*
thereof.

t

i 3. ROUTINE USES: The information may be (a) provided to State health departments for their information aad iie:
~

and (b) provided to Federal, State, and local health officials and other persons in the event of incident or ea;'Ost.re.
| for their information, investigation, and protection of the public health and safety. The information may a!so be c.s-
!

closed to appropriate Federal, State, and local agencies in the event that the information indicates a vietation er actent si
violation of law and in the course of an administrative er judicial proceed.ng,in addition, this information may be tra t-

*

ferred to an appropriate Federal State, or local agency to the extent relevant and necessary for an NRC decisicq ce to
an appropriate Federal agency to the extent relevant and necessary for that agency's decision about you.

1

4. WHETHEPt DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVID.
ING INFORMATION: Disclosure of the requested information is voluntary, If the requested information is not fu n-e

ished, however, the app!! cation for radioactive material license, or amendment thereof, will not be precessed. A sthist
that information be held from pub!ic inspection must be in accordance with the provisions of 10 CFR 2.790.With5c4
ing from public inspection shall not af fect the right,if any, of persons property and directly concerned need to insoect !
the document.

5. SYSTEM MANAGER (S) AND ADDRESS: U.S. Nuefcar Regulatory Commission,

Director, Division of Fuel Cycle and Material Safety
Office of Nuclear Material Safety and Safeguards.

Washington, D.C. 20555

l

NRC FORM 313
'
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APPLICATION FOR MATERIAL LICENSE-

'

.

Item 5. Radioactive Material

a. Element and mass number ( C-14)

b. Chemical and/or physical form ( Aminopyrine) (diluted in H 0)2

c. Maximum amount which will be possessed at any one time (10 mci)

Item 6. Purpose (s) For Which Licenses Material Will Be Used.

Research to establish aminopyrine breath test.

Item 7. Individual (s) Responsible For Radiation Safety Program And Their
Training and Experience.

Dr. Marcus A. Rothschild

Item 8. Training For Individuals Working In Or Frequenting Restricted Areas.

On File License #31-32-4

Item 9. Facilities And Equipment.

On File License #31-32-4

Item 10. Radiation Safety Program.

On File License #31-32-4

Item 11. Waste Management.

On File License #31-32-4

)
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2 * * EXHIBIT A

.

corm NRC.313M ,
U.S. NUCLE An RECULATORY COMutSSION

|' **
APPLICATION FOR MATERIALS LICENSE - MEDICAL G AO Rosst'

ie ce R se ,

.

INSTR UCTIONS - C ,== an # e, , m ar en a 6..s m es ., .e ..,*. sw aae-d.t e avvase un mee+aeaus asnss

,,.s m .e. ea, < .n . s , , e 4. ..

o6.sne. se s Ou.e nr.,0me. .e nwee no.o.vne s.kov. d 5.ree.ee, V A.N., eke . s - . s
..,,,,-, .

orwo.wp Cmw evenegre O C. .|mu. u , . A ,

,% ~d s. r.= ca. Cem .s peer.# Asy.4easm. Pat Jd. a.d sAe 1.irewee 4 erwt se T.8. P0.
. ~ .M., .t. e.e.~aeM.- .t. .< e<-.u . ,re an oneoms # see,6.- e e 4

C.e el!*nmeer neerke.o Pen e9. M ar As d e. s ennae on or.ese. .I r.**e 90. C.n .I!ser.o no,.r .v.a rue s?e vs. io

heen e fee f.teg.ey .A dW 4. .#.esef # fee a med she r.gri.se fee perf.apd
,

l. PeAME ANO MAsLING ADORESS OF APPUC ANT g a. A#. , t.tk STREE T AOORE SSit SI AT WHICH R ADIOACTivt MAf t Hs ALteen esa.4,,paysdeae..escJ INCLUCE ZIP CODE WILL 0t USE O fit eiAppe.# f.e.e i,g) $NCLUQ( [tp COOg a

Dr. Marcus A. Rothschild '

VA !!edical Center (630/115)
First Avenue at East 24th Street

,
'

New York. New York 10010
7 (s P o= e = 0. ARe AcOOst 212 686- 7500x663

E. PgMSose TO CONTACT REGAmotNG THIS APPLICATION 3. THIS is AN APPLIC AT80N FO R: # Cant Aparew..= #==>
a O twLiceusDr. Marcus A. Rothschild ax AM..,OM. ? 10 tu.. n O. # 31 - 3 2-4

"" " " " *ft LePeeomet wo.: art A COOT I i
e, s zOlvlOUAL USERS sv ne J.eede,s. Ae =m..e .a creener $s R AOI ATION S Ar t TY OFFtCtm (RSci tu. e .ree,. . ,.. a

. . room.ne ... n c.wuns.oor. .na..oa u .. u n.. .~ *o .. - e. s.a . -~..o .,A A.me. . .~oe m r.. ~ ..-s ~ ,A>

Dr. Marcus A. Rothschild and those Dr. Marcus A. Rothschild'

users authorized bv the Medical
Isotopes Cormiittee

.

S. \ R ADIOACTIVE MATERIAL FOR MEDICAL USE
e M A RIMUh4 M A R IE M A RI M U.4" IR ADIC ACTivt M ATE R8 AL 0 5 REO L TS ADDITION AL ITE M$ t O'e sng O N $,8,Ifg

(18 7 E O IN:. g p. , , ,,,,4,,) * . , x- fr. ,n ., e,p {
te CFR 31.t t POR IN VITRO STUOltS IOOINE.839 As eODICE FOR TRE ATMENT

Op HYPERTHYRolOISu

to CFR 35.100.SCHtOULE A. GROUP t AS Nttot 0 PHOSPHORUS 32 AS SOLU 8LE PHOSPH Af t
.

FOR TR8.ATMENT OF POLYCVTHEMIAo

VE R A.Ltuutut A AND BONE METASTASES *
to CFR 35.t00. SCHEDULE A. GROUP it AS NttOt0 ~~'

PHOSPHORUS.32 AS COLLOtO AL CHROMIC .

PHOSPH ATE FOR INTR AC.AvtTARY T RE AT. !

10 CF R 25.t00. SCHt OULE A. GR OUP ill MENT OF M ALIGN ANT E PFUSIONS.
GOLO.lge AS COLLOtD F O't INTitA.

* C AVIT ARY TRE ATMENT OF M AltGNANT1")CFR 36.100 SCHtOULK A. CROUP av AS NttOt0 t a r ySpONS.
,.

IODINE.131 AS ICOIDE FOR TRE ATutNT
10 CPR 35.100.SCHtOULE A. GROUP V AS NttOf D OF THYROIO CARCINOu A i*.

MENON 133 AS GASOR GASIN SALINt FOR
10 CPR 2 1.SCHtOULE A. CROUP Vg SLOOO FLOW STUOltS ANO PULMONARY-

teNCisOs stoner s

S.h, R AOlOACTlVE,.. MATERIAL FoM USES NOT t.15TED IN , ITEM 0.e. ts.w.e mine.= 3-Ct.-w tw
AA . ..a ., ..<. . . ... . ..< .. sn.. 3s. aar. so Cra r..,3s . ..a nerO uO r a e us reO> ,

.

CHE MIC A L M A RIMUM NUMSE R
ELEMENT AND MASS NUMetR j Ny/OR Op MI,L C ES OtSCRiat PURPOS4 OF USEp p

' ~

To establish aminopyrineCarbon - 14 Aminopyrine .002 per breath test for Hepatic
'

patient function.
.-S'ee"apnendix for -

1)ResearchPlanand'.

Ifethods
2) Dose Calculations ty 3) Subject Consent Forrns .pena nac,mu

* 14.tet

.~

_ _ _ _ . _ . _ _ . _ _-. _,
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INFORMATION REQUIRED FOR ITEMS 7 THROUGH 23

For Items 7 through 23, check the appropriate bon (es) and asbmit e detailed dascription of all the requettaj information
each ttem on a esperate sheet. Identify the item number and the date of the opplication in the lower right corner of each pap

. B ogin

you indicate that en appendix to the medical licensing guide will be followed, do not submit the pages, but specify the reve.on. If

number and dote of the referenced gulde: Reguletory Guide 10.8 . R ev. Date:!
i

All inforrnation iS included within license #31-32-4
(VA Radiation Safety Guidelines or attached).

7. MEDICAllSOTOPES COMMITTEE 15. GENERAL RULES FOR THE SAF EttiE OF
R ADIOACTIVE M ATEnl Al. (Chece Onel

y Nemse end Specieltles Attached; and Appendia G Rules Followed;or *

Duties as In Ag -Jim B;or
Y Equivalent Rules Attached *

(Check Onel
Equkelent Duties Attached

18. EMERGENCY PROCEDURES (Cheet Onel

8. TRAINING AND EXPERIENCE Appendia H ProcMures Foltownf;or.
Supplements / A B Attached for Eoch individual User;'''* Equivefant Proemdiese Attached *.

Supplwnent A Av. ached for RSO.
17. AREA SURVEY PROCEDURES (Check Onel

9. INSTRUMENTATION (Check Onel
.

Appendia I Procedures Fortowef;or

Appendix C Form Attached;or
___

Equivalent Procedures Attacherf *
e

, List by Name end Model Number-

18. WASTE DISPOSAL (Chece One/
f

,

10. Call 8 RATION OF INSTRUMENTS
Appendis J Form Atte'ched;or

Appendix 0 Proceduret Followed for Swvey
Instruments: or Equinient Information Attachaf *

Equkelent Procedures Artsched;end
19* THERAPEUTIC USE OF R ADIOPHARM ACEUT6CALS

,

(Check OnelAppendix 0 Procedures Foth.d for Does.

Cellbretor;or
Appendla K ProcMures Followed;or

EquNelent Procedures Attachef *

Equivalent Procedures Attached

11. FACILITIES AND EQUIPMENT
20. THERAPEUTIC USE OF SEALED SOURCES

Descripilon end Oleiragg j Detenaf information Attactwaf;and

12. PERSONNEL TRAININ W ADP""dI" ' D'*# # " I'" "' I'#
Desirlption of Training Attached Yb . (Check One)*elin S EQUI" ''"' P'8 **'1* " ^ " '* *I

I PROCEDURES FOR ORDERING AND RECElVING
PROCEDURES AND PRECAUTIONS FOR USE OF* RADIOACTIVE MATERIAL

II* R AOlOACTIVE GASES te.g.. Xenon - 1331
Detalled information Attached n nj* dew Inferrnaden Anachel

PROCEDURES FOR SAFELY OPENING PACKAGES " ^
CONTAINING RADIOACTIVE MATERIALS 22. RADIOACTIVE MATERIAL IN ANIMALS

14

(Cheet Onel
Detallef informetlon Attach =3,

As,-4x F Procedufu FotM;or Pfl0CEDUAES AND PRECAUTIONS FOR USE OF i
3*

n' AA010 ACTIVE MATEnlAl.SPECIFIED IN ITEM 6 bEquhelant Procedures Attacherf *
Detailed information Attachef

FOR68 MC 313M |(8 7el
p9 2

. ,
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24. PERSONNEL MONITOnlNG DEVICES
TYPE

svPP Lit R tMCHANCE PatOutNCYf% , , ,,,,, ,, g , ,

..Lu .

..wwote
''sooy X EBERLINE DOSIMETRY SER'!!CES MONTHLY

O t.et n ISoot.9ri
,

paLu

L

! * ""C'" X- 'to E8ERLIllE DOSDIETRY SERVICES il0HTHLY
.,

niut n (Scot,tel,

PILu /
.

e watST ggo i i

, , Osuta (Speeltyl

.

4. OTHt R ISr et,tve

.

r. .

.

.
-

.

4

'.-

Zi. FOR PnlV ATE PRACTtCE APPLICANTS ONLY
e. gspeI AL AGfet t ateG f 0 ACCEP T P A 7,t NIS CON T AIPs.NG fq ADIO ACTsVE M A tt 940 AL

*eaut os nosest ak ta ATT ACH A COPY OF THE AcntautNT Lt fit n
SIGNt D eY THE HO5 pet AL A0uiNe$f naf on*

,

umsteNG Aconiss
c. WittN fit OVESTING THE R APy PnC<t 00n t s,

ATTACH A COPY OP ft ADI Atl04 S AF E TV PSIC AU.
C,t v sfAft | ItP CODE T10N3 70 D( TAtt N AND Litt AV AIL A$La

. I n A0t AtiON OttECTION IN5f avattNT1

M. CERTIFICATE
(This otam mus t ta complettet try opplicars t)

r**...., Ton............,......,........w........n,...,,...~,n..,i............a...n............u,,..
. .... . . . . T .. . i o . C ..,. . . r . . . .i n . w. . .. . . . P .. . 3 o . .o s s . . .. . . . . . .. ... . . .. . . .. 4 . . . . .. .... - t . . . . . . : . - . ~ .

.

.n..o......i........a...,,.i.................,....wi....

A-.

W/ p ' yy,Y 's y f u f n .. ,o
m APPL

', s/8 ///
'

.. uCtNst ,E t ntOvinto
ts.. saae,- no ar. ro ePn vos , , , ,, , |, ,,,, ,,;,,;,, v --

.

MARCUS A. ROTH5CHILO. it_.D.
f. til LICEN$t f(E CAf tCortY. '8''''''

} Chief, Nuclear Medicine Service
. DAf t

171 LICEN$t Ftt ENCLOSED: 1

FORM NRC.383M (0 701

| P49e 3
I
i

'

L .-.
_ __ _ _ _ _ _ _ _ - - _ _ _ - _ _--_---__ _ _---_ _ -- --_-----------)
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PRIVACY ACT STATEMEN T '#
*

--- -

l'u..uant to 5 U.S.C. 552atelt3), enacted into law by section "I of the Privacy Act of 1974 (Public t.aw 93 579). the f ol!owin;
ss:tement is furnished to individuals who supply information to the Nuclear Regulatory Commission on Form NRC 313'.'

;

This information is maintained in a system of records designated as NRC 3 and described at
(Octr her 1,1975). 40 Federal Register .t$334

l. . AUTHORITY
Sections 01 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U S.C. 2111 and ??OtIn))

''

2. PRINCIPAL PURPOSE (S) The infurmation is evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30 36 to determine whether the application meets the requirements of the Atomic Energy Act of 1954,as amended,
and the Commission's regulations, for the issuance of a radioactive materiallicente or amendment thereof.

3. ROUTINE USES The information may be used: (a) to provide records to State health departments for their in!ctmation
and use; and (b) to penvide information to Federal. State, and local health of ficials and other persorts in the event of MD-
dcnt or esposure, for their information, investigation, and protection of the pubhc health and safety. The tofort?.at o9i

may also be disclosed to appropriate Federal State, and local agencies in the esent that the information indicates a
violation or potential violation of law and in the course of an administrative ur judicial proceeding in addition tn:s in,
firmation may be transferred to an appropriate Federal State, or local agency to the entent relevant and necessary fer
a NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency's dec sion ades,1

!
A copy of the license issued will routinely be placed in the NnC's Public Document Room.1717 H Street. N W .

you.

Washington, D.C.

4. WHETHER DISCt.OSURE 13 MANDATORY OR VOLUNTARY AND EFFECT ON INOlVIOUAl. OF NOT PROVIDING
INFORMATION Disclosure of the requested information is voluntary. If the requested information is not turnis't< .
however, the application for radioactive materiallicense, or amendment thereof, will not tx' processed.

5. SYSTEM MANAGER (3) AND ADDRr35 Director, Division of Fuel Cycle and Materia! Safety Of fice of Nuclear Matt.h,rial Safety and Safeguards, U.S. Nuefeer Regulatory Commimon. Washington, O C. 20555.
.
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MINOPYRINE BREATH TEST / HEPATIC FUNCTION TEST.
-

.
.

-
.

Objectives: To establish APBT in this Gastroenterology Laboratory.

Research Plan: Twenty-five patients without evidence of liver disease
; or COPD to be studied with APBT to establish values for normal controls'

to compare with patients with suspected or known liver disease.

Methods: 2.0 pCi ("C) aminopyrine and 2 mg of unlabelled aminopyrine
diluted with 1 ml of H2O given orally to the fasting patient. Breath samples
will be collected through Tygon tubing, over anhydrous calcium sulfate into
scintillation vials containing a trapping solution (2 milliliter of 1 molar
hyamine hydroxide and 2 milliliters of thymolphthalein solution 30 mg in 500
milliliters of absolute ethanol) trapping 1 milliliter of CO . Scintillation2

fluid is added and samples are collected in duplicate at baseline (time 0),.

30, 60, 90 and 120 minutes. The percent dose excreted per hour is determined
from each sample assuming a CO2 production of 300 millimoles/m2 body surface
area per hour.
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APPENDIX 8 !,
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..

Dose Cal'culations - for 2pCi C-14 aminopyrine
'

.

-
.

1) Aminopyrine completely absorbed in G1 tract
2) Aminopyrine is distributed in total body water, bound 29% to
plasma proteins
3) Entirely metabolized by N-demathylation in hepatic smooths
endoplasmic reticulum

metabolitis - CO (C - 14)2

4) Half-life (biological) of ,C-14 aminopyrine in body

a) Normal controls 4.2 hours
b) Patient with CHF 23.3 hours
c) Patients with

pleural effusion 110.7 hours
.

Dr. Allan Wolkoff ) Liver Research Center 6f
Source: Dr. Joel Goldfarb

Albert Einstein College Hospital

Using formula and constants from MIRD pamphlet No. 11 +

Dose W.B. = A
SWB*WB (W.B. = Whole body)WB

= 1.44 x 2pCi xT hoursg

= 2.88 x T pCi - hours > '

g .,.

WHERE .

S = 1. 5 x 10~6 Rads /pCi hour for C-14WFWB .

Dose = 2.88 T x 1.5 x 10~' RadWB y
= 4.32 T x 10 ~ ' Radg .

, ,

a) Normal Controls - Dose 93 = 4.32 x 4.2 x 10 R

'-

= 0.018 mR

WB = 4.32 x 23.3 x 10~'Rb) Patients with CHF Dose '

..,

* ' = 0.10 mR

c') Patients with Pleural
gg = 4.32 x 110.7 x 10~' REffusion Dose

'

= 0.48 mR.

Radiation Protection Guidelines -
General Population: pennissible whole body dose = 500 mR/ year .

9

4

"



MuhDlX C ''

+. .
,

'
. .

"'*

P ART l ACHEEMENT TO P AATIC1P ATE IJ AESEARQ1
*

*

EY OR UNDER THE DtRECTION OP THE VETIRAH1 A0m'MISTR ATION

'* b * " * * *(Type se anas mtwe a==e8

AMINOPYRINE BREATH TEST, ,

e r,ae os even

2. I he== seM ene oc more mformouan ihesia with uiu ut:e to shew tant I have re.4 ae desenotee ectuding the purpo.e and asis.re of t,e
inweesi, tion, tr. procedusee to be us.s. ne naka. meen emeaces nde off.-te and beneftta to be . p.cted, u .eu u ooe, cour,ee of ution open t. ,ne
send my npts te withens frors the inveetrentaen et uty time. Each of these items has been esplanned to me by tae investigator in tne presence of a w tecu.
The meesu,ter has answered my questione conce,4eng the mvest26a, ion and I be4ieve I understand meist is intenord.

3, I undayetand that ne guarantees or accusences > ,* been giews me a:nce tAe resulta and rsaka of an investigation are not a4=sys known beforewd. I
have lesse 'e64 that this saveeugnuen has been care'.dy planced, that the plea has been renewed by k nowled4*able geople, and that every ressoa.sesepseengtsen will be taken to protect my well beirit.

In the event I sustain physical injury as a result of pertuspeben m tau inveenpouon. if [ are eligitJy fce medical case as a setecen. a3 necewary and4.
aposegnete care wd3 be provided. If I ass not eligible for medical tsie se a veteten, huesarutanan esie,gency care util eevert%eless t>e prended.

I roehse I have not released this institution from Itat>ately for nesbgenre. Coaspenseuon mey of reet f*ot be payable, m tPe e.ent of pnysical in4ury3.
annas De m such reeeerch, undet apphcable federal laws.

G I enderstand that all mformation obtained about me durvig the course of tAs study e41 be made evNable enty to doctors uno are tatres case of me
and to quahfied invectienters and their nasutanta where thest acc*se to th's enformauen is oppve
reggeseremones to maantam rey psivacy and anonyrnity u apply to aJI reedicaa peisonnen wittun trie %rnate and esteorised. They eMI be be nd ty tme umeeterarLa Ainunastrition.l

D. I further understand that. where restuired by law, the oppropetate fede.al officer or agency ar!! have free eccess to tPlsrmation eitiss
'sheidd it become riecessary. Generally I raay espect the aarse respect for my pnvecy aed anonymely Prem enese agencies as is 6.fferies ty are % ese,sasaecint%ssi.ev
|Administratiori and its eruployees. The pronssons of th e Pnvecy Act arply to all agences.
I

4. la the event that research m which ! pertlettete mvolves certaAn new drues.information concervues any rasse>nse to the druff sl udl be e.pohad to sne
sponsoring phartmaceutical heuest el that made the drugtet evastab.e. Th's entsemation wut be given te (Peat in euen a eey that I carinet te idenof'mt.

I
N AME OF VOLUNTEER '

HAVE READ THIS CONSENT FORM. ALL MY QUESTIONS HAVE BEEN ANS'AERED. AND I FREELY AND
VOLT |NTARf LY CHOOSE TO PARTICTP ATE. I UNDERST AND TH AT i4Y R f CHTS AN D P RIV A C Y * 11.1. B E
StAl.vfAINED. I AGREE TO PARTICf7 ATE AS A VOLT NTEER IN T1f t3 P ROGR A.M -

- -
.

9. .*feverthelew. I wuh to limit me pomespetton in the investigation as follews;

.

e.

.

. e.c s.,, ..e, w ss.o... ..

VA ME0! CAL CENTER
NEW YORK, NEW YORK 10010

:. r . u . .e . . . . c o . e u ,, . ., ,,s ., .,,.. .,,,......e

'

I
i..esr. . - ....e,,...e. .., .........eo. ,,.e.....a

i s..,.w ureme,s.e s.,e4 sete,.e en
oom an: caw. om. eve,isue at;

w e s t 1.s e = rie.c a r.oe rr.o. ,,e.e e, c .. . e . . ... ,,,,i, ,.. .., i.e ,. : r 1, o . .. ....

AGREEnENT TO PARTICIPATE IN
RESEARCH BY OR UNDER THE DIRECTION

OF THE YETERANS ACRIMllf R AT10H

e. ,.,a.,10.1064 ,,, . . . . . . . a . . . . 4 e .e..... e e . . . . . ,.
.....c., , , , , ,

. u ns o.

|

-l
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