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PRIVACY ACT STATEMENT

Pursuant 1o § U.S.C. 552a(e)(3), enacted into law by section 3 of the Privacy Act of 1074 (Public Law 93.579), the foliow-
ing statement is furnished to ndividuals who supply information to the Nuciear Regulatory Commissian an NARC Form
313, This information is maintained in . system of records designated as NRC 3 and described a1 40 Federat Register 45332
(October 1, 1975).

1. AUTHO’ ITY: Sections BY and 161(bj of the Atomic Energy Act of 1054, as amended (42 U S.C. 2111 3nd 2201(81)

2 TRINCIPAL PURPOSE(S): T . ..ormation is evaluated by the NRC staff pursuant to the criteria sat forth in 10 CER

Ferts 30, 32, 33, 34, 35 and 40 to determine whether the application meess the reqiuirements of the Atomic Ene gy Act of

354 as amended, and the Commission’s fegulations, for the isiuance of a radicactive material license or amendmans
thereof,

3. ROUTINE USES: The information may be (a) provided to State health departments for their Information and ois
#nd (b) provided to Federal, State, and local health officials and other persons in the event of incident or expoiLre,
for their nformation, investigation, and protectian of the pubilic health and safety, The information may alss be ¢y
closed 10 appropriate Federal, State, and local agencies in the event that the information mchicates § violation ar paten: §i
violation of faw and in the course of an administrative or judicial proceeding, In addition, this information msy be 17any
ferred (0 an appropriate Federal, State. or local agency to the extent relevant and necessary for an NRC deciyian or a
on appropriate Federal agency to the extent relevant and necessary for that agency’s decision about you

4. WHETHER DISCLOSURE 1S MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVID.
ING INFORMATION: Disclosure of the requested nformation i voluntary. If the requested infarmation is rat fura
ished, however, the app'ication for radicactive material license, or amendmant therea!, will not be processed, A recuese
that information be held from public inspection must Be in accordance with the provisions of 10 CFR 2 780 Withhals
ing from public inspection shall not atfect the right, if any, of persans praperly and directly concerned nead to ingoec:
the document,

5. SYSTEM MANAGER(S) AND ADDRESS: U.S. Nuclear Reguiatory Commission
Qirector, Division af Fuel Cyele and Material Safery
. Office of Nuclear Materinl Satety and Sateguards
Washingten, D .C. 20554

NAC FOAM 313
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Item 5.

Item 6.

Item 7.

Item 8.

Item 9.

Item 10.

Item 11,

APPLICATION FOR MATERIAL LICENSE

Radioactive Material
a. Element and mass number ( C-14)
b. Chemical and/or physical form (Aminopyrine) (diluted in nzo}

¢. Maximum amount which will be possessed al any one time (10mCi)

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

Research -, to establish aminopyrine breath test.

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

Dr. Marcus A. Rothschild

Training Fo- Individuals Working In Or Frequenting Restricted Areas.

On File License #31-32-4

Facilities And Equipment.
On File License #31-32-4

Radiation Safety Program,

On File License #31-32-4

Waste Management.

On File License #31-32-4
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1.5, NAME AND MAILING ADDRESS OF APPLICANT /mionbon,
tirm, ehinic, phyvicien, ste) INCLUDE 21# CODE

Dr. Marcus A, Rothschild

VA Medical Center (630/115)
First Avenue at East 24th Street
New York, New York 1001

Lo STREET ADORESSIES) AT WHICH RADIOACTIVE MATEMIAL
WILL BE USED /11 & fmnt fram 1 o) INCLUDE 21® CODE

TELEPHONE N0 AREA COORI 2] D) gﬁﬁ: 1500x663
YO CONTACTY REGARDING THIS APPLICATION
Dr. Marcus A. Rothschild

TELEPHONT NO,: AALA cODR ! !

3 THIS IS AN APPLICATION FOR. [Check apprapnsm imm)

:§ ::-::;:..:.: vo uecenss wo, §31-32-4

RENEWAL OF LICENSE NO,

4, INDIVIDUAL USERS WWame indiwicuals whe will um or @imeiy
Bapervim e of redivactive mamnal Complem Supplamenis A and B
Aor vk indwidue |

Dr. Marcus A, Rothschild and those
users authorized bv the Medical
Isotopes Committee

LA RADIATION SAFETY OFFICER (RSC) INeme of perron teuprond
LR e T PP U e —

e ol g and srpecience m oo Suppiemen: A )

Dr. Marcus A. Rothschild

S.a RADIOACTIVE MATERIAL FOR MEDICAL USE

"'.o' A X MUM n::: MAXIMUM
RADIOACTIVE MATERIAL InED '°t.'.=.‘y';°" ADDITIONAL ITEMS: IR -o:'a:.s r't'“
LISTLO iv: =X | ta mitticuries) i “2= | e sitsewrest
INE. 131 AS IODIOE FOR TREATMENT
TOCFA 31,11 FOR IN VITRO STUDIES 3°nvn ATHYROIDISM . '
10 CFA 28,100, SCHEDULE A, GROUP | ASNEEDED PHOSPHORUS 32 AS SOLUBLE PHOSPHATE
FOR TAEATMENT OF POLYCY THEMIA
10 CPA 35,100, SCHEOU nee VERA LEUKEMIA AND BONE METASTASES
il i Wk A GROVP 1 AS oto PHOSPHORUS. 32 AS COLLOIDAL CHAOMIC
PHOSPHATE FOM INTRACAVITARY TAEAT.
1O CFA 35,100, SCHEOULE A, GROUP 11 MENT OF MALIGNANT £7FUSIONS.
GOLO- 'S8 ASCOLLOID FOA INTRA. .
I CAVITARY TREATMENT OF MALIGNAN
TOCFA 35,100 SCHEDULE A, GAOUP v AS NEEDED EFFUSIONS,
JODINE. 131 AS I0DIDE FOR TREA TMENT =
10 CFA 38,100, SCHEDULE A, GROUP V ASNEEDED OF THYROID CARCINOMA
XENOM 1JIASGASON GAS INSALINE FOR
10CFR 2 L {421 £+ 1V] ROUP VI SLOOOD FLOW STUDIES AND PULMONAAY
> WAL FUNCTION STUDIES

6b. RADIOACTIVE MATERIAL FOR USES NOT LISTED IN
Colbreii0n and relerence mendsrds are suihorired under Secven I8

ITEM 8.0, Seeiod s up w0 ) wCl vanet Fov

14/d), 10 CFR Port 35 and NEED NOT BELISTED )

CNI MICAL

- - NO/OR
ELEMENT AND MASE NUMBER mvuuuom

MAXIMUM NUMBE R
or uu.ucuml
OF EACH FORM

——

DESCRIBE PURPOSE OF USE

Carbon - 14 Aminopyrine

.002 per

patient function.

Methods

To establish aminopyrine
breath test for Hepatic

1=See apnendix for
1) Research Plan and

23 Dose Calculations
Subject Consent Forme

PORM NAG)IW
TSI




INFORMATION REQUIRED FOR ITEMS 7 THROUGH 23

For ltems 7 through 23, check the sppropriate box(es) and submit a detailad description of all the requestad information, Begin
sach [tem on & separate sheet, Identify the Item number end the dete of the spplication in the lower right corner of each page. If
you Indicate thet an appendix to the medical licersing guide will be followed, do not submit the pages, but soecity the revsson

number and date of the referenced guide: Reguistory Guide 10.8 , Rev

A1l information is included within license #31-32-4
uidelines or attached)

vs. OENERAL RULES FOR THE SAF ¢ LSE OF
7. MEDICAL ISOTOPES COMMITTEE _NADIOACTIVE MATERIAL (Check Ore)
X_| Nomes and Speciaition Attached; and Appendix G Rulm Followed;or
Duties as In Appendix B or Equivalent Rules Attached "
X (Check One/
Equivelent Duties A ttach ed 18, EMERGENCY PROCEDURES /Chect One)
8. TRAINING AND EXPERIENCE Appendix H Procedures Followsd. or
i idusl User; Eauivelent Procedires Attached *
Supplement A Ay ached for RSO, 17. AREA SURVEY PROCEDURES (Check One)
0. INSTRUMENTATION  (Check One) Appendix | Procedures Followed . or
Appendix C Form Attached: or Equivalent Procedures Attac bt *
List by Name end Modal Number ' 18. WASTE DISPOSAL (Check One/
10, CALIBRATION OF INSTRUMENTS Appendix J Form Attached: or
WW« Followed for Survey Eauivalent Informetion Atteched &
pements; ¥
S 19, THERAPEUTIC USE OF RADIOPHARMACEDTICATS
' : (Check One)
Append|x D Procedures Followsd for Dose
Callbrator: or Appendix K Procadures Followed  or
(Chack Ora) _
Equivilent Procedures A ttached Equivelent Procedures Attached
11, FACILITIES AND EQUIPMENT 20, THERAPEUTIC USE OF SEALED SOURCES
Med,
Description snd Dh'-p Nuc]ea i fﬁj Io.mu Information Attached : and
1cen
12, PERSONNEL TRAINING FEEEA&" S appTTCaTY Appandix L Procedures Followsd. or
T VW 3 (Chock One)
Dewcr iption of Tralning Attach ed Gui ge] i nei o Equivelent Procedures Attached
Ty | AND RECEIVING 21 PROCEDURES AND PRECAUTIONG FOR USE OF
RADIOACTIVE MATERIAL " RADIOACTIVE GASES (0.g., Xeron ~ 11}
-
Detalled Informetion Attached GE? v?ngé 3. Detalled Information Attsched
PROCEOURES FOR SAFELY OPENING PACKAGES |27 | OCEDURES AND PRECAUTIONS FOR USEBF
4. CONTAINING RADIOACTIVE MATERIAL & _NADIOACTIVE MATERIAL IN ANIMALS
(Check Orm) Detailed Information Attached
Apoand!x F Procedure Followsd; of . n PRAOCEDUNES AND PRECAUTIONS FOR VSE OF
* RADIOACTIVE MATERIAL SPECIFIED IN ITEM By
EquMalent Procedures Atteched  + Detallnd 1nformation Attached |

FORM NRC.I 1M

el Poge 2



24 PERSONNEL MONITORING DEVICES

m.ff... bosi SUPPLIER EXCHANGE FREQUENCY
Filwm
“eeor |x | e EBCRLINE DOSIMETRY SERYICES MONTHLY
QTHEA (Specityl
P
[ FGENY | e EBERLINE DOSIMETRY SERVICES HONTHL.Y
OYHERN (Specityl
n p
e WRIST .0
OTHER [Specity)
d, OTHEN (Speciyi

. FORPRIVATE PRACTICE APPLICANTS ONLY

v TTAL N ACCEPT PATIRM TS COMTAINING RADIOACTIVE MATE RIAL

MAME OF OSSP T AL

B ATTACH ACOPY OF THE AGREFWENT LETTER
SIGNED OY THE MOSPITAL ADMIMHSTAATOA

MAILING ADDRESS

¢ WHMEN REQUESTING THERAPY PRAOCEDURNES,
ATTACH ACOPY OF RADIATION SAFETY PRECAY

vy [svate T:w coot
!

TIONS TO BE TAKEN AND LIST AVAILANLE
AADIATION DETECTION INSTRAUMENTS

. CENTIFICATE
(Thes iterm must be completed by spplicant)

The spnlicant and any officisl entcuting this certibicars an behal! of the snphcant ~amad (1o 14 Cottly INAL Rt BoRhEalian () Brase BE 1A
Contgimity weih Tule 10, Code of Federal Moguiations, Pariy 30 and J5. and thal 0l (A 16/maLIBA CORLEAEE Reres i elud 3 0%y tet s iemaary
SHIBENEd Rarerd, is 11wt B EATRCE 10 thE Dext 0f Dur KAawirdge 1nd belie!

e LS U ———

o LICENSE FEE NMEQUINED
[See Secvem 120 01 10 CFA 120)

1) LICENSE FEE CATEGONY

120 LICENSE FEE EnCLOSED 8

| MARCUS A, ROTHMSCHILD, M.0. |

|

P AARAY |

Chief, Nuclear Medicine Service

t. DATE

MNAC.I1IM (8. 10)

Page 1



Purwent 10 5 US.C 552a(e)(2), enacted into law by section J of the
statement is furnished to individuals who supply information 1o the Nuclear Regu
This inlormation s maintained in a system of records designated as NRC 3 and
(October 1, 1975)

1. AUTHORITY Sections 21 and

2. PRINCIPAL PURPOSE(S) The infurmation 15 evaluated by the NAC satf PUrsUANt to the critena

3. ROUTINE USES The information may be used:

. WHETHER DISCLOSURE IS MANDATORY

PRIVACY ACT STATEMENT

Privacy Act of 1974 (Public Law 93-5791, the following
latory Commission on Form NAC 313
deseribed at 40 Federal Register £5334

161(b) of the Atomic Energy Act of 1054, ag amended (A2 USC 2111 ang 220112

set forth i 10 CER
pplication meets the requirements of the Atomic Energy Actof 1854 4y armendes
e issuance of 3 radioactive material licente or amendment thereat

Parts 30-36 1o determine whether the a
and the Commission's requlations. for th

{a) 1o provide records to State health departments for their informatinn
and use; and (b) to pravide infarmation 1o Federal State and local heatth oft

dent or exposure, for heir information, nvestigation, and protect
may also be disclosed o appropriate Federal,
violation or potential vielation of law and in th

1C1als and other persony in the event gt Az
ran of the public health and safety The information
State, and local agencies in the event that the information ndica’es »
e course of an administrative or judhical proceeding  In addition 19
formation may be transferied 10 an appropriate Federal, State, or local agency 10 the extent relevant and necetsary foe
4 NRC decision or to an appropriate Federal agency 1o the extent relevant and necessary for that agency s decion asays
you. A copy of the license issued will routinely be placed in the NG Public Dacument Raam 217 M

Washington, D .C,

Steeer, P Vi

OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING
INFORMATION  Disclosure of the requested infarmation is veluntary

Rowever, the application for radioactive material license, or

I the requested intormation i nat fyrnignes
amendment thereo! will ot be processed

SYSTEM MANAGERI(S) AND ADDRESS Director, Divis

ion af Fuel Cyele and Material Safety, Oftice of Nuciear &

vale
rial Safety and Safequards, U S Nuclear Regulatory Commigsion Washingtan, D C 20855
FORM ARG .31 M
0.
Page 4



MINOPYRINE BREATH TEST/HEPATIC FUNCTION TEST

Objectives: To establish APBT in this Gastroenterology Laboratory,

R h Plan: Twenty-five patients without evidence of liver disease
or !ﬁsi to be studied with APBT to establish values for normal controls

to compare with patients with suspected or known liver disease.

".§h°di: 2.0 uCi ('*C) aminopyrine and 2 mg of unlabelled aminopyrine

uted with 1 ml of H,0 given orally to the fasting patient. Breath samples
will be collected through Tygon tubing, over anhydrous calcium sulfate into
scintiilation 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,. Scintillation
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 CO, production of 300 millimoles/m? body surface
area per hour,



APPENDIX B

Dose Calculations - for 2uCi C-14 aminopyrine

l; Aminopyrine completely absorbed in Gl 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 - CO2 (C - 14)

4) Half-1ife (biological) of C-14 aminooyrine in body
]
a Normal controls 4.2 hours
b Patient with CHF 23.3 hours
c Patients with
pleural effusion 110.7 hours

Source: Dr. Joel Goldfarb } Liver Research Center of

Dr. Allan Wolkoff ° Albert Einstein College Hospital
Using formula and constants from MIRD pamphlet No. 11 =
Dose W.B. = A Swp*ws (W.B. = Whole body)

*“ = 1,44 x 2uCi «x T,, hours

= 2.88 x T& uCi - hours -

WHERE
SUB*HB = 1.5 x 10°* Rads/uCi hour for C-14
Dose W - 2.88 T& x 1.5 x 10°* Rad

= 4,32 T% x 10 Rad

-6
a) Normal Controls - Dose 4.32 x 4.2 x 10 R

W8
0.018 nR ‘
b) Patients with CHF Dose W8 4.32 x 23.3 x 10" R

0.10 mR

c) Patients with Pleural

Effusion Dose .. = 4,32 x 110.7 x 10°° R

Wh
= 0,48 mR

Radiation Protection Guidelines -
General Population: permissible whole body dose = 500 mR/year
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PART I AGREEMENT TO PARTICIPATE (N RESEARCH
: BY OR UNDER TME DXRECTION OF TWE vE TERANS ADwNISTRA TION .

. & voluatanly c maemt 19 PAMICIDOI® M8 Nubioet
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AMINOPYRINE BREATH TESI
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be Laken Lo protect my well beng

S
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|

-.M.lmﬂmmn-mm,dlnu Blp for medion cure & veteran ull nevesary
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s [ realize | have not released thus inmitution from lability for negligence. Compensation m be abie. i th o
oy - obie e oy or may not Payabie. n the event of phyncel mumy

underviand that ali information obtained about me dunng the course of s sudy will be made gvailable tnly 0 doctom eho we Lk ag care of me

and to qualified INvertigaLors and Ther autants whers thew sce m 10 thy nlormenon o Wpropnate and authonied ™ey el b Dound By (8¢ wme
0 MUALAA MY PAVECY AN ANONYMItY &8 ADPIY 10 &1l MEUICA DEVIONASE within the ¥ sterans Admin stration

T 1 Nurther undermand \h‘l where qw by law, the sppropnate fede o officer or Y =l have fowe acowm 10 INfOPMALION ONIMASE 18 th viudy
oyees ‘

-

L BECOmE ACCTRIArY may sxpect the same respect (or my prvecy ar MOAYMAY from these agencie as 4 A/ Tardea Sy (he b slerans
Admunnumration and 't empl ¢ provimons of the Privecy Act app'y 0 &l sgencies

In the event that research in which | participate invoives comun new drugs (nform s on CORCETING MYy PEPOAS 10 the drue's) Wil be 1upplied 1o e
pharmaceutical houseds) that made the drugis) svalad e T™ha alsrmution wi he Gven 1o hem 1A such & way that | cannot be denn Mad

NAME OF VOLUNTIER
HAVE READ THIS CONSENT FORM. ALL MY QUESTIONS MAVE BEEN ANSWHERED AND | FREELY AND
vowma%uv E TO PARTICIPATE | LNDEASTAND THAT YUY RICHTS AND PRIVACY wiLL 8t
MAINTAINED. | AGREE TO PARTICIPATE AS A VOLUNTEER (N TVIS FPROGRAM

. Nevertheless, | wuh 1o limit mv participation in the invertigaion as (9110w

T TACe T T hamar mg — e — -
VA MEDICAL CENTER
NEW YORK, NEW YORK 10010 |
TREM L S wt An0 400NN Prnl s ope) B R B D S T g e e ————— —
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