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WITH BYPRODUCT MATERIAL UNDER UENLKAL LILMtN/

Section 3'l.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, hos , and

veterinarians in the practiof veterinary medicine to ponses certain small quantities of byproduct material for In yhro clinal

or laboratory tests not involving the Internal or external administration of the byproduct material or the radiatio herefrom to

human beings or animals. Possession of byproduct material under 10 CFR 31.11 is not authorized until the p icin, clinical

laboratory. hosyjtDJ, ot veterinarian in the practice of veterinary medicine, has filed NRC Form 483 and ved from the

Commisslon a vidated copy of NRC Form 483 with registration number.

; f' S
.

Ball K. Malik, M.D.
1310 Warwick
Lincoln Park, 14I 481lf

INSTRUCTIONS
1. Submit this form in triplicate to:-

Office of Nuclear Material Safety and Safeguards
A1TN: Material Licensing Branch
U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

2. Pklas print or typq the name and address
(including zip code) of the registrant physician.
clinical laboratory. hospital, or veterinarian in the
practice of veterinary medicine for whom or for
which this registration form is filed. Position the
first letter of the address below the left dot and do
not extend the address beyond the right dot. (At
NRC, a regition number will be assigned and a
validated copy of NRC Form 483 will be returned.)

3. 1 hereby apply for a registration number pursuant to
131.11. 10 CRF 31 for use of byproduct materials for
(plese check one block only)

p a. Myself, a duly licensed physician authorized to dis-
pense drugs in the practice of medicine.

O b. The above-named clinical laboratory.
O c. The above-naMed hospital.
0 d. Veterinarian in the practice of veterinary medicine.

4. To be completed by the Nuclear Regulatory Commission.

Registration number:
Registration numb":

SO mlr 81 04
rdP ThE U.S. NUCL AR RUU[1.,°.7 RPfY c.1SION

TUOiSE E.. -ARRY "O0CTOBER 30, 1986

(If this is an initial registration leave rh space blank - number to be

assigned by NRC. If this is a change of information from a previously
registered general license, includeyour registration number.)

5. If place of use is different from address in Item 1 pleuae give complet address;

6. Certification:

I hereby certify that:

a. All inforation in this restration certificate is true and complete.

b. Th-e registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used under the

general license of 10 CRF 31 11. The tests will bejperformed only by personnel competent in the use of the instruments and in the handling of

the byproduct materials.

c. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate

be reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this form); and I

understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses,

uses, or transfers under the general license for which this Registration Certificate is filed with the Nuclear Regulatory Commission

Rv. r t10 _I% - L -rx..; 1" Ea I I I ,s r I
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irinted name and title or position of person filing form

IWARNING- Is U.S.C.. Section 1001; Act of June 25, 1948; 62 Stat. 749; makes it a criminal offense to pake a willfully fae statement or

representation to any department or agency of the United States as to any matter within Its jurisdlCti-n I



CONDITIONS AND LIMITATIONS Of GENERAL LICENSE 10 CFR 31.11
j31.11 Senera lknse for use of byproduct materials
for certain In vitro clinktal of laboratory testing.

(a) A general License Is hereby issued to nyphydll
lan. veterinarian In the practice of vterinary

medicine, clinical laboratory or hospital to rteeve,
acquire, potse. trenafer. or use, for any of the
following stated tau, In acord9otd with the provi-
tions of paragraphs (b), (c, (d), (e), n (lf) of this
section, the following byproduct materials in
prepackased units:

(1) lodine-125. In units not exceeding 10
microcurkse each for use In in vitro clinical or
laboratory tests not Involving internal or external ad-
ministration of byproduct material, orithe radiation
thivefrom, to human being or animals.

(2) lodine-131, in units not exceeding 10
microcurics each for use in in vitro clinical or
laboratory teats not involving internal or external ad-
ministration of byproduct material, or the radiation
therefrom, to human beings or animalt.

(3) Carbon-14, In units not exceeding 10
microcuries each for use in in vitro clinical or
laboratory tests not involving internal or external ad-
ministration of byproduct materWs, or the radiatiei
therefrom, to human beings or animals.

(4) Hydrogen 3 (tritium), in units not exceeding 50
microcuries each for use in in vitro clinical or
laboratory tests not involving internal or external ad-
ministration of byproduct material, or the radiation
therefrom, to human beings or aninals.
- (5) Iron 59. in units not exceeding 20 microcuries
each for use in in vitro clinical or laboratory stets not
Involving internal or external administration of
byproduct material, or the radiation therefrom. to
human beings or animals.

(6) Sdenium-75, in units not exceeding 10
microcuries tacb for use in in vitro clinical or
laboratory tests not involving internal or external ad.
ministration of byproduct material, or the radiation
therefrom, to human beings or animals.

(7) Mock lodlne.125 reference or calibration
sources, in units not exceeding 0.005 microcurie of
iodine-129 and 0.005 microcurl of americium-241
each for use in in vitro clinical or laboratory tests not
Involving internal or external adminisuation of
byproduct material, or the radiation therefrom, to
hum n beings or animals.

(b) No person shall receive, acquire, possess, use or
transfer byproduct material pursuant to the general

lcns established by paragraph (a) of this section
until he has fled NRC Form 413, "Regitration Ccr.
tificass-la Vitro Teing with byproduct Material
Under GeneralLicense," with the Director of Nuclear
Material Safety sdlllfi guaris. U.S. Nuclear
Regulatory Commslse, Washington, D.C. 20555,
and reve from Commissdon a validated copy
of NRC Form 4U with regIstration number assigned
or untU he has been asuthorised pursuant to 135.14(c)
of this chapterto use byproduct material under the
geneiral icense In this U31.11. The registrant shall fur-
nish on NRC Form 483 th following information and
such other information us may be required by that
form:

(I) Name and address of the r trant:
(2) The location of use: and
(3) A statement that the registratnt has appropriate

radivioieweasuring instruments to carry out in vitro
clinical or laboratory teats with byproduct materials
as authorized under the general ticens in paragraph
(a) of this section. and that such tests will be per.
formed only by personnel competent in the use of
such instruments and in the handling of the byproduct
materials.

(c) A person wo rcves. acquitrs, potss or
uses byproduct material pursuant to the general
license esttlished by paragraph (a) of this section
shall comply with the following:

(I) The geners licenscet hall not possess t any one
time, pursuant to the gesnr i license in paragraph (a)
of this section. at any one location of storage or use, a
total amount of iodine 125, Iodine 131. stdnium.75,
and/or iron 59 in excess of 200 microcuries.

(2) The general licene shall store the byproduct
material, until used, in the original shipping container
or in a container providing equivalent radiation pro.
te"tion.

(3) The genera iicn shl use the byproduct.
material only for the uses authorized by paragraph (a)
of this section.

(4) The geal Ieen shall not transfer the
byproduct mrteriai except by transfer to a person
authorized to receive it by a license pursuant to this
chapter or from an Agreement State, nor transfer the
byproduct material in sny manner other than in the
unopened, l edW shipping container as received
from the suppier.

(5) The gneral licIee shall dispose of the Mock
lodine-125 relerence or calibration sources decribed
In paragraph (aX7) of this section as required by
120.301 of this chapter.

(d) The general licensee shall not receive, acquire.
poma; or use byproduct material pursunt to
paragraph (a) of thi s ction:

QI) Except u prepackaged units which are label.
In accordance with th provisIons o a specific leems. a

issued under the provisions af 132.71 of this chpter
or in baoance with the provislons of a specific

Uese Ismad by - Agreement State tht authorize
manufacture and! distributlon of 1odine.125, Iine-
131. carbon-14, hydrogen.3 (trlhlum), selaalum-7S,
ir-39 or Mock lodine-125 for disrIbution to per-
son generally licensed by the reemntr Stuz

(2) Unless the following statement, or a substan-
tially similr statement which contains the informa-
tion cawlle for in the following statement, appeanr on
a Label affixed to each prepackaged unit or appears in
'a leaft or brochure which accompanie the packcag'

Thia radioiactive material may be received, ac-
quird, poessed, nd used only by physicians,
veterinarians in the practice of veterinary medicine.
clinica laboratories or hospitsh and only for in vitro
clinics] or laboratory teats not involving internal or
externa' administration of the material or the radh-.
tion therefrom, to human beinas or manmals. Its
receipt, acelsition. possession, use, Nd transfer are
subject to the regulations and ani g eera licns of the
U.S. Nuclear Regulatory Commission or of a Su4
with which ihe Commission has entered into an gree
ment for the exercise of regulatory authority.

......................................

Nam of manufacturer

(e) The regisratal possessing or using byproduct
materials under the general license of paragraph (a) of
this section sha"l report in writing to the Director of
Nuclear Material Safety and Safeguards asy chan
in the information furnished by him in the 'Rgista
tion Cetificate-In Vitro Testing -with Byproduct
Material Under General Iense," NIC Fram 483.
The report shall be furnished within 30 days after the
effective date of rci ch 'ang.

(t) Any perada using byproduct matdil pursuna
to the general icen of prarap (a) of thMis m oibnl
exempt trom the requirements of Parts 19,20 and 21
of this chapter with respect to byproduct materials
coved by that gnera mse except thin such per.
sons usstng the Mock lodlne-i25 described in
paragraph (aX7) of this section shal comply wit the
provisions Of 120.301; 2042 snd 20.403 of this
chapter.

NOTES
A State to which certain regulatory authority over radioactive material has been transferred by formal agreement, pursuant to secdon 274 of theAtomic Energy Act of 1954, as amended.

2 Material generally licensed under this section prior to January 19, 1975 may bear labels authorized by the regulations in effect on January 1,1975.
3 A new triplicate set of this Registration Certificate, NRC Form 483, may be used to report any change of information furnished by a registrant asrequired by l3l .I(e) = - _ __ --- - --- --=-- - - --.If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required, an "Applca-tion for Byproduct Material License," NRC Formrs 3131, 313M, or 313R shouldbe fikd to obtainaspecife byproduct material licens Copea ofpplication and registration forms may be obtained from the United States Nuclear Regulatory Commission. Wahington, D.C. 20555, Attention:Iaterial Licensing Brench, Division of Fuel Cycle and Material Safety.

PRIVACY ACT STATEMENT

Pursuant to 5 U.S.C. 522a(eX3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93-579), the followips statement Is fur-nished to individuals who supply information to the Nuclear Regulatory Commission on NRC Fortm 483. This information is mantained in asystem of records designated as NRC-3 and described at 40 Federal Register 45 334 (October 1, 1975),

1. AUTHORITY Sections 1 and 161(b) of theAtomic EnergyAct of I954, as amended (42 US.C. 2111 and2201(b)).
2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Pas 30-36 to determinewhether the application conforms to the requirements of the Atomic Energy Act of 1954, as unqnded, and the regulations of the NRC, for theissuance of a registration certificate authorizing the use of in vitro testing.

3. ROUTINE USES The information may be used: (a) to provide records to State health departments for their information and ue; and (b) toprovide information to Federal, State, and local health officials and other persons in the event of incident or exposure for purposes of their in-formation, investigation, and protection of the public health and safety. The Information may also be disclosed to appropriae Federal, State. orlocal agencies in the event the information indicates a violation or potential violation of law and in the course of an administrative or Judlcir'proceed'. In addition, thin information may be transferred to an appropriate Federal, State. or local agency to the extent relevant Nnecessary or an NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency's decision about yolt.
4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OP NOT PROVIDING INFORMA-TION It is voluntary that you furnish the requested information. If the requested information is nat furnished, however, the regisualon eff-litcte., or anendment tbereof, will not be processed.

S. SYSTEM MANAGER(S) AND ADDRESS Director, Division of Fuel C cle and Material Safety, Office of Nuclear Material Safety anSafeguards, U.S. Nuclar Regulatory Common, Washington, D.C. 20555.


