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10 CFR31 3u8-lt BurauNo

REGISTRATION CERTI FICATE- IN VITRO TESTING
WITH BYPRODUCT MiATERIAL UNDER GENERAL LICENSE

Section 31.11 of 1(1 CFM 31 r~t~ilsa gencral Iiccnr. authorizitig 1 h!isicianis, clinical labor-atories, and Lospitals Z;r,p pses
certain 'smiall-*qnanIltiticS of byprodhict inalcrial tot in vitro clinical or labonratory terts, not i nvolving t Iile ilitt !rnal or ex i in
adininistration of the liyprodue.I inatcrial or the radiation ihierefroji to huntan beingS oir anra~ 'sesniof byprod rt
material under 10 crH 31.11 is tnot authorized until thle physician, clinical laboratory, or hoslpital has filed Form AEC '113 il
rececived from- the Comimis~sion a validated copy of Form AEC43l3 w..ith registration nutnibcrn.

'* Detroit Medical & Surgical Center 61

8300 Mack Avenue
Detroit, Michigan 48214

3. I hereby apply for a registration number puisuant to §
31.11, 10 CFR 31 for usc of byproduct nmaterials- for
('please check one block only)

C]a. Myself, a duly licensed! physician rluthorized to
dispense drugs in the practice of medicine.

- 11I ~ , . . . . ab. The above-named clinical laboratory.

INSTRUCTIONS
1. Submit this form in triplicate to:

United States Atomic Energy Commission
Attention: Directorate of Licensing,

Washington, D.C. 20545
(incleasdping or tl'pe the name and address

(icuigzip code) of the registrant
physician, clincial laboratory, or hospital for
whom or for whch this registration form is
fied. Position the first letter of the address

* below the left dot and do not cxtdnd the
address beyond the right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form AEC-483 will be
returned.).

j3 c. The above-named hospital.

. .- To be completed by the Atonmic Ens-.gy Cuntithiiiiiz;---

I Registration number: 28

13. S., ATOMIC EN SION

BY: 'Clarence A. lbiS 6/13/74
(Leave this spice blank-num bet to he assicned by AEQJ

5. If place of use is different from address in Item 1, please give complete address:

6. Certification:

I hereby, certify that: *

a. All information in this registration certificate is true and complete.

b. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material -will be used under the
general license of 10 CFR 31.1 1. The tests will be performed 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 cot tirica~e
be reported to the Directorate of Licensing, Materials Branch, within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC regulatiors tO CFR 31 (repr~inted on the reVersek side of this fortm): and I
understand that the reg-istrant is required to comply with those provisions as to all bypsodoct matcrial which he receives, acquires, po~sscstcs,
uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Ener~gy Commission.

Date' C; V 4~ 7 / QK~xBv -

I .)Signatture of person filing form

Mr. Joseph A. Fair-, Administrator
IPrinted narner antd title or position of person ffling hari

WARNING-18 U.S.C., Section lO00;Act of Junc 25,1948;162 Stat. 749; makes ita criminal offense to make a wiltif, '.I false statement or
representation to any department or agency of the United States as to any matter within its jurisdiction.-



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 III
§31.11 Cencra! license for use or iodineu-25

or iodine-131 for in vitro clinical or
laboratory testing.

(a) A gcncral licnsc is hereby issued to any
physician, clinical lalorto,0y, 'r hospital to
receive, acquire, possess, transfer or use, for any
of tle, following stated tests, in accordance vwithi
the privisions of pa!-praiphs (b), (c), (d), (c),
and (ff of this section, Ihe following byproduct
mtaerij:11 in prepackaged units:

(I) Iodinc-125, in units not exceeding 10
microcurizs each for use in vitro ciinical or
laboratory tests not involving interral or
external administration of byproduct matcrial,
or the ra(i:tion thiercfron), to hlunian beings or
animals.

(b) No person shall rcCeive. acquire, po~sss,
use or transfcr 1syprodi1ct material pursutatt to
the gencral license established by paraxaph (a)
of this section until hie has filed Form
AEC483, "Registration Certificate-In Vitro
Test:ng with Byproduct Matctial Under General
License", w.th the D rectorate of Licensing,
Materials Branch, U.S. Atomic Energy
Commission, Washington, D.C. 20545, and
reccived from the Commission a validated copy
of Form AEC4-483 with registration number
assigned. The registrant shall furnish on Form
AEC-4S3 the following information and such
other information as may be required by that
form:

(1) Nameand adress of the registrant;
(2) lihe lcation of usc; and
(3) A stateiernt that the registrant h3s'

appropriate radialion mcasuring instrUrzients to
carry out in vitro clinical or laboratory tests
with byproduct nrteiials as authorized under-
the general iicense in paragraphi (a) of this
section, and that such tests will be performed
only by personnel competent in the use of such
instrmments and in the handling of thc
byproduct materials.

(c) A .person NOhi o receives, acquires,
possesses or uses byproduct matcrial pursuant
to the general license estiblished by paragrapli
(a) of this section shall comruply with the
follo .ing:

Agreement Statc, whichI authorizes I
manurfacture and disttibution of iodine-I25 or
iodinc-l 3 1 for distribution to persons Seneralits
licensed by the Agreement State.

(2) Unless the followitig staten t,ra
cz~hel llli dlttsil.... t'I'; I't -h;,hl --- E1 1

(I) The general licensee shall not possess at tile inforiation called for in the following
any one time, pursuant to thie gneral license in statement, appears on a l :lel affixed to each
paragraph (3a of this section, at any one prepackaged unit or appoats in a I call t or
location of storame or use a total amnount of brochlure wvhicachorp appnies thi paleafe r:
iodine-l 25 and/or iodine-I 3I in excess of 200 t
mndcrocuries. This radioactive material may lie received,

(2) The gencral licensee sItatl stoic the acquired, posscsed. arid used rilou by
bvprodlu ct naterial, until usLd, in thlc orig ll ph) 3sici¢als elin ical labi wratories or tllnspit ls andI only for in vitro ertiuucal or labormtory tests noltshipping container or in a container providing iuivolvsia internal or extern:l3 adrmninitration of
equivatent radiation protection. the naterial or the radiation ttuerefioin lo

hu man beings or animals. Its receipt,
(3) The gencral licensee shall use the acquisition, possesuioa, us,;, and transfer are

byp.-oduct material oaly for the uses authorized subject to the regulations and a renuact: litunse
by paragraph (a) of this section. of the U.S. Atomuic Energy Commission or (if a

(4) The general licensee shall not tranf ino anr aSeiment for the exercise of rc]tla norv
the byproduct material to a person who is not autlhority.

-1

ausIuorTzco to recCive It pursuant tO a license
issued by the Commiss-on or an Agreement
State,' nor transfer the byproduct material in
any manner otlier than ini the unopened,
labeled shipping container as received from the
supplier.

(d) The general licensee shall not receive,
acquire, possess, or use byproduct material
pursuant to paragraph (a) of this section:

(1) Except as prepackaged units which are
labeled in accordance with the provisions of a
specific license issued under the provisions of
§32.71 of this chapter or in accordance with
the provisions of a specific license issued by an

1 A State to which the Commission has
transferred certain regulatory authority over
radioactive -material by formal agreement,
pursuant to section 274 of the Atomic Energy
Act of 1954, as amended.

Name of manufacturer

(e) The registrant possessing or USin;,
byproduct materials under tIre general license
of paragraplt (a) of th;s section shail report in
wTiting to the Directorate of l icscing
Materials Branch, any chanwes in informiation
furnishted by him in thie "Registration
Certificate-hi Vitro with IByproduct
Mfaterial Under General License". Forrn
AEC- 483. Thlie report shall be furnished within
30 days after the effective date of such charnze.

(f) Any person using byproduct mater;'
pursuant to the general license of paragwrap
of this section is exempt from the rmquirei.
of Part 20 of this chapter with rcspect-
byproduct materials covered by that general
license.

NOTE

If larger quantities or other forms of byproduct material titan those specified in the general license of 10 CFR 31.11 are required, an
"Application tor Byproduct Material License," Form AEC-3 13, should be filed to obtain a specific byproduct material license. Copics of application
and registration forms may be obtained from the United States Atomic Energy Commission, Washington, D.C. 20545, Attention: Material lIranch,
Directorate ol Licensing.
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