Form AEC~83 U.S. ATOMIC ENERGY COMMISSION Form Approved
(-1 Budget Bureay No.

10 CFR 31 REGISTRATIOMN CERTIFICATE—IN VITRO TESTING 38-RO160
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishes & general license authorizing physicians, clinicat lsboratories, and hospitals to possess certain small
quantities of byproduct materis] for in vitro clinical or labontorl-,y tests not involving the inteenst or external administration of the byproduct
materisl or the radiation therefrom to human heing of snimals. Possession of byproduct material under 10 CFR 31.11 is not authorized until
'\/,’ the physician, clinical laboratory, or hospital has led Form AEC-483 and received from the C: n X copy of Form AEC-483

with registration number.

INSTRUCTIONS
Submit this form in triplicate to: United States Atomic Energy Commission, Washington, D.C. 20545, Attention: Director,
Materisls Licensing. A registration sumber will be assigned and & validated copy of Form AEC—483 will be returned.

1. Please print or type within the shaded area, below, the name and address (including ZIP Code) of the registrant physician, clinical labora-
hospital F hom or for which this registration form is filed. :

Wherever the.words "Atomic Enexrgy

’ - Comnission" or “Comnission" eppear
EASTSIDE MEDICAL LABORATORY . n taie registration, te)y mean

18101 JAMES COUZENS . he Ruclear Regulatory Commission
DETROIT, MICHIGAN 48235 ‘ reated by Public Law 93-438 send
ecutive Order No. 11834.

3. To be completed by the Atomic Energy Commission

2. 1 hereby apply for a registration pumber pursuant to Registration number: 4378

§ 31.11, 10 CFR 31 for use of byproduct materials for Foxr tHe U, 8B, Nuclgsr stoyy Commission

(please check one): ' :
[ s Myself, a duly licensed physician suthorized to dis- ' °

pense drugs in the practice of medicine. :
x? b. The ab_ove-named clinical laboratory. , ,
D) c. The above-named hospital. Bhirley A, Crutchfield March 27, 1978
. (Leare this space blank—numoer to be assguned by AEe )

\ _If place of use is different from address in Item 1, please give complete address:

5. Certification:
I hereby certify that:
s. All information in this registration certificate is true and complete.

b. The registrant has nrpropriate radiation measuring instruments (o carry out-ghe tests for which byproduct material will be used under
the genenl license of 10 CFR 31.11. The tests will be performed onl by personnel competent in the use of the instruments and in che
handling of the hyproduct materials. - T : o

¢. I understand that Commission regulations r:qwulire that any change in
ol

. tHe information furnished by a registrant on this registration certif-
icate be repotted to the Director, Division

aterials Licensing, within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this form);
and 1 understand that the registrant is required to comply with those provisions as to atl byproduct material which he receives, acquires,-

passesses, uses, ot transfers under the general license for which this Registration Certificate 1s filed with the Atomic Energy Commission.

Date _2/23/78 | .

Signafurd of person fling form

Reginald B. Henderson, RMT/Co-Director General Manager

Printed name and title ar positinn of perton Aling form

N

WARNING.—18 U.S C.. Section 1001; Act of June 25, 1948; 62 Stat. 749: makes it a criminal off. t ki .
sentation to any department or agency of the United States as to any m-:t?r.wi?hm.u: I.u:slgi':l'i'gn'."“ statement or repre




B

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 i s

§ 31.11 ‘ General license for use of lo- with byproduct materials as authorized under § 32.71 of this chapter or in accordance with the
dine-125 or iodine-131 for in vitro the general license in paragnrh (2) of this provisions of a specific license issued by an
clinieal or laboratory testing. section, and that such tests will be performed - Agreement State, which authorizes manufacture

. . . _ oaly by personnel competent in the use of such and distribution of iodine=12% or iodine-131

(2) A general license is hereby issued ©  jngtruments and in the handling of the by- for distribution to persons generally licensed by
any physician, clinical laboratory, or hospital product materials. the Agreement Stite.
$o receive, acquire, possess, transfer or use, for (¢) A person who receives, acquires, pos- (2) Unless the following statement. or s
any of the following stated tests, in accordance sesses or uses byproduct material pursuant to substantially similar statement which contains
with the provisions of paragraphs (gr- (€).  the general license established by paragraph  the information called for in the following
(d), (¢), and (f) of this section, the following  (3) “of ¢his section shall comply with' thé  statement. appears on a label affixed to each

product materisls in prepacksged units: following: L repackaged (unit- or appears in a1 leaflet or
m'grlo)cuf-?ime‘uf’érl?ue ul:"n"i :‘:"n:‘:m‘:fl L‘: (1) The general licensee ;hall notl rl’osses: 'Ermh_ure which atcompanies the package:

! each v at any one time. pursuant to the genera icense ;7 ol . ; ;
laboratory tests not involving internal or ex- i paragea (a5 of this section, 3t any one Poensed, and oy materiat e i uired,
ternal administration of byproduct material, or focation orhsmnxe or use a total amount of  turies of hospitals and ?ﬂ]y or 'in vi:m clim:ll o; Ia!dr

1ats i Y TS . f volv n r rnal ad-

im0 (Mo 0 humin beins o indine 133 o odinct 3 e oo o e R T 2

3 . 1] .1t . on,

(2) lodine-131," in units not exceeding 10 (2) The general licensee shall store the by. :::)“el:?:-‘»:, us'en_K:ndr g::r:?;:r’ate ’su'l:f:c? to '.i‘i“li',i.n'.‘

microcuries each for use in in vitro clinical or product material, until used, in the origina] !N and a zeneral license of the U.S. Atomic Energy

N H : iy . ; . arl Commussion ar of 2 State with which the Commission
laboratory tests not involving internal or ex. shipping container or in a container providing i entered into an agreement for the the exercise of

ternal administration of b)’Pdeth matqrial. or equivalent radiation totection. rezulatory autharity,

the radiation therefrom, to human beings or (3) The general licensee shall use the

animals. . . byproduct material only for the uses authorized ...
- (b) No person shall receive, acquire, possess, by paragraph (2) of this section. Name of manufacturer

use or transfer bypmdugt material pursuant to (4) The general licensee shall not transfer )

the general license established by ragraph (2)  the byproduct material to a person who is not (¢) The registrant possessing or using by-

of this section until he has file Form AEC-  ,uhorized to receive it pursuant to a license  product materials under the general license of
483, “Registration Certificate—In Vitro Test- issued by the Commissign or an Agreement saragraph (a) of this sectiofx shall report in
ing ‘"ﬁh Byproduct Material !Jqd,er Genenl State.' nor transfer the byproduct material in writing to the Director, Division of Materials
License .. With the Director, Division of Ma- any manner other than in the unopened. labeled Licensing. any changes in the information fur.
terials Ll"fﬂ-“!*& US. Atomic Ener Com- shipping container as received from the supplier.  pished by him in the “Registration Certificate—
mission, Wulnn;tpn. DC. 20343, and received (d) The general licensee shall not receive.  In Vitro Testing with Byproduct Material Ua.
from the Commissio a validsted copy of Form acquire, possess, or use byproduct material pur-  der General License”, Form AEC-483, The re-

%hsf;“'itt:;:hsh o fu?nti?l? o:“gm rEHCﬁ?S suant to paragraph (1) of this section: port shall be furnished within 30 days after the

the foelfwin. information and such other in- (), Except as prepackaged units which are  effective date of such change.

formation 2s may be required by that form: labeled in accordance with the provisions of a (f) Any person using byproduct matei. ,
1) Name and sddress of the registrant; specific license issued under the provisions of  pursuant to the general license of paragrap. ___/
2) The location of use; and - (a) of this section is exempt from the require-

(3) A statement that the registrant has ap- ' A State to which the Commission has transferred  menis of Part 20 of this chapter with respect

propriste radiation measuring instruments to fortam ':;‘;l:,‘,‘.’.'.’,.,‘“',i‘:,',‘&’.,‘,’.":.,"f,’:‘.‘,-f,',:",’,“: "Wy 10 byproduct materials covered by that general

carry out in vitro clinical or labocatory tests Atomic Energy Act of 1934, as amended. license.

NOTE

If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 are required. an “Appli-
cation for Byproduct Material License,” Form AEC-313, should be filed to vbrain a specific byproduct material license. Copies of application and
registration forms may be obtained from the United States' Atomic Energy Commission, Washington, D.C. 20343, Attention: Isotopes Branch,
Division of Materials Licensing. ' T

ULS. GOVERNMENT FHINTING OFFICE : 196—0-320-931




