FOormAEC£E3 VE . ATOMIC ENERGY COMMISSION Ferm Approveg
Buoget Bureay NNo.

JocrR 31 REGISTRATION CERTIFICATE—IN VITRO TESTING . Syom B
~ WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

e

Section 31,11 of 10 CFR 31 establiches » genem! Beense suthorizing physicians, dinical laboratories, ané hospitals to possess
eertain small quantities of byproduct materia! for in ¥itro clinical of laboratary tests not involving the interna! o7 external e
s¢ministration of the byproduct materia! ar the pdistion therefrom to humar beings or animals. Pessession of byproduct
matenial undes 10 CFR 31,11 is not suthorized untl) the physician, dinjcal laboratory, or hespital has filed Form AEC483

\,/’ and recejved fiom the Commission a validated copy of Form AEC-483 with registration numbez,
hd :;'-'. :' A i ’ ) *
‘Nihal® Sa‘re,n; M D-~ th : ’ .- 3 l§be1eby apply for a registration numbes pursuant to
’ Depgtia s Ia < ‘N3 31.11, 10 CFR 31 for use of byproduct materials
4,/0 Dearborn Med%ﬁc:a”lj_ kta .I-k_; l:n Llinic . . for (please check one block only) .
2220 No'r't.'h'_Te.leg‘faph‘l;""_i ) B 2 Myself, » duly Deensed physician authorized to
° rborn, MI- 487128 * 7> . . e dispense drups in the practice of medicine,
Dea STy o Tt D b. The above-named clinica! 12boratory. :
oo SR A _ O ¢ The above-named hospital.
INSTRUCTIONS . "- L "'f R . 4. To be completed by the At'qmic Energy Commission
1. Submit this form i tiplics RN
Director of Licensing F‘.J’«A }ol Tt - : Registration number: :

ATTN: Matesials Branch - - Lo YL : o 6996
Regulation : : ‘ FOR THE U. S. NU ) M -
U.S. Atomic Energy Commission ' . ) . .TORY COMMISSION
Washington, D.C. 205458 ) _—

2. Picast print or type the name and pddregs < ’ .
(including  2ip code) of the regetrant .~ " . = .
physician, clinicial lsitontory, o hospital .- - :..
for whom or for which thY reghtrtion . . .
form i et Tiiion the ot dettes of e Shirley A. Crutchfield May 7, 1984
. extend the address beyond the right dot. {11 this is an initle! registretion, lecve this spoce blonk — number 16 be
(At AEC, a registation number will be essigned by AEC. If this is e change of information from ¢ previously
assigned ;.nd . pulidated 00;’)' of Form : registered general licensee, include your registration. number.)

AEC-4E3 will be retumed,)

\_\—/ I place of use is different !‘rorﬁ address in Item 1, please give complete sddress:

8. Certification:
1 hereby eertify that:
?
a. Allinformation in thls reglstratior certificate Is true and complete,

b. The regist-ant has appropriste radistlor, meuuriﬁg instruments to carry out the tesu for which byproduct materia’ will be used undes the
genera! Nicense of 10 CFR 31,11, The tests will be perfermed only by personnel competent in the use of the instruments and in the
handling of the byproduct materials

¢ 1 urderstand that Commission regulations require that any change in the information furnished by a registrant or this registntion
certificate be reported to the Director of Licensing, within 30 days from the effective date of such change.

4 I hive read and understand the provisions of Section 31.11 of AEC repslations 10 CFR 31 (reprinted on the reverse side of thie fore); and

I urderstand that the regstrant & required 1o comply with those provisions ar to al byproduct materia! whick he recives, acquires,
possesses, uses, or tansfers under the genera) license for which this Registzation Certificate is filad with the Atomic Energy Commission,

Date L\‘\ '7-';9 \] &L By (\/\LV—*L S v

Sigricrare of person ﬁ?;‘n; form

Nihal Saren, M.D.

Frinteld rncme end title or positior. ¢f person filing form

“-»—.-(ﬁ?NlNG-xa U.5.C., Sectlion J0DI; Act of June 25,1522, 62 Stal 749, makes It a crim!ira’ cffe=se tc make a willfulty false siate ™ant or
rerresentation tc s~y oezariment or 4pency of the LIntter States as 1c any matter within Its Jorisciction,

o e

By R




CONDITIONS

§31.11 Genera! license for use of byproduct
materials for ecertain in vitro clinical of
Bboratory festing,

(3) A peneral Beense 4 he1.by baued o
any physician, clinjcal haboratory or hospital
to reczive, acquire, possess, transfer, or use,
for any of the following s1sied fests, in
accordance with the provisions of pParagziphs
@), (c), (4), (), and () of s sects: n, the
following by product materials in prepsckaged
units: '

(1)}Jodine-125, in units not exceeding 10
mitrocuries each for use in in vitro clinical or
bboratory tests not involving intermal of
external administration of byproduct mister
al, or the radiation therefrom, 1o human
beings or animals,

(2) lodine-131, in units not exceeding 10
mictocuries each for use in in vitro clirica!
o1 lahoratory fests not involving Internal of
external administration of byproduvct mater.
¥, or the raliation therefrem, 1o human
beings or animals. o

(3)Cardon-14, in unjts 1 exceeding 10
miciocuries each for use in in vitro diri~al or
Lboratory tests not invalving Intemnal of
external administration of typroduct miten-
al, or the ridition therefrom, to humen
beings or animalg L

(b)) No person  shall recelve, “pcgalre,
pcisess, use or transfer byproaduet meterhl
pursuant 1o the genera! licerse estsbtished by
Paragraph (a) of this-section untl he his led
Form AEC-483, “Registration Centificate~in
Vitro Testing with Byproduct Maferdal Under
Genera) License™, with the Director of Licers-
ing, U.S. Atomic Energy Commission, Wash
ington, D.C 20545, and received ficm the
Commission & validated copy of Form
AEC4E3 with regstration number sutigied,
The registrant shall furnish on Form AEC483
the foliewing informstion and suth other
infermation as may B required by that form:

sy
~n

(1)Name and sddress of the regstant;

(2) The location of use; and ’

(3)A sutement that the registrant has
appropriate radiation measuring irutruments
to caty out in vitro clinica) of hboratory
tests with byproduct materials as suthorized
under the general license b paragraph (a) of
this section, and that such fests will be
performed only by personnel competent in
the use of such inctruments and in the
Randling of the byproduct maferials,

() A person who receives,  acquires,
possesses or uses byproduct materal pursuant
to the genera) license established by paragraph
(2) of this section shall comply with the
following:

(1) The general Licensee shall not possess at
any one time, pursuant {c the genera! Leense
in paragriph (a) of this seclion, at any one
location of storage or use a 1ota! amount of
iodine-125 and/os jodine-131 jn excess of 200
microcuries, ‘ .

(2)The general Beenser shatt store the
typroduct material, untll used, ir. the original
shipping containe: or ina container providing
equivalent radiztion profection,

(3)The " general Licensee ghall use the
byproduct maters only for the uses author-
ired by paragraph (a) of this section, .

(4) The geriera) Ucersee shall not transfer
the byproduct matesa! fo s person who i not
authorlzed to receive it pursuant to s Ucense
issued by the Commission or an Agreement
State,” nor transfer the byproduct material in
any manner other than in the unopened,
hbefed shipping container as received from
e supplier,

(d) The genera) Boensse shall not recelve,
®gGuire, possess, or use byproduct material
pursuant fo zerdgaph (a) of this saction:

(1) Except as Frepackaped uniy which are
Lbeled i accordince with the providons ofa

cific Loense basued undes (he provisions of

32.71 of this chapter or in accordance with

S LY SATICWS OF GENZRAL LICENSE TCCFR 311

the provisions of 4 specific License ftsued by
an Agreement Sute, which authorizes manu-
facture  and distibution of - jcdine-128, ;f
jodine-131, or cabon-14 for distridution to
persons generally licensed by the Agreement
State,

(2) Unless the following slatement, or a
substantially simar statement which contzing
the information calied for in the Jollowing
siatement, appears on a label affixest {o cach
prepackaged unjt or appears in a J:aflet of
brochure which accomparnies the pact age:

This radicactive material may be received,
acquired, possessed, and used only hy phygie
dans, elinical Liboratories o1 hospitals and
only for in vitro clinica) or Laboratuny tesus
not involving internal or exfemnal administra-
ton of the materia, or the madiation these.
from, to human beings or animals. Iry receipt,
acguisition, pessession, use, and warsfer age
subject 10 the regulations and a general License
of the U.S. Atomic Energy Commission o; of
¢ State with which the Commission has
entered info an agreement for the exsrcise of
regulatory authority, .

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

(e) The registrant possessing  or using
byproduct materials undes the geness! license
of piragraph (a) of this section shall Xpatin
writing 1o the Director of Licessing any
changes in the informaton fumnished by +im
I the. “Registration Certificate~In Viugo i
Testing  with Byproduct Material Under
General License™, Form AEC452, The report
2l be fumished within 39 Qys after the
efTective date of puch change,

() Any person using byproduct miterial
purtiant to the general Lcense of paragraph
(1) of this section is exempt from th redlire-
mernts of Parts 19 and 20 of this “hetter with
respect to byproduct matenals coverd by
that generat lizense.

B4

Ta State tc which the Commisslor by Carslerred =rizin regulatory p.thorits
Azt of 1954,

secton 274 of the Atomic Eneigy

2A new Uizlicate set of thiy Reghitatdon Certificate, Form AEC4BI, m

fegisirant as requized by §31,11(e),

If larger quantities or other forms
“Application for Byproduct

srrlication and registraticn forms may be otuined fiom the U

Material Licente™ Form AEC-313, shouwld be filed
niled Stales Atomic Energy Co

NOTES °?

& amended,

of byproduct materidd than those specified in the genesa Vzense of
specific bypraduct materia) Leense Copres of
mmission, Waskington, D.C. 20545, Attertion: :

Moterizls Branch, Directorate of Licensing, Regulition,

e obain g

over ndisective material by fonma agreement, pursuant to

3y be used 1o report any change of information fumished by »

10 CFR 31.11 ase required, sn

PO a72. 42



