toimALC=<ES US. ATOMIC ENERGY COMMISEION Form Approved
yn REGISTRATION CERTIFICATE—IN VITRO TESTING . S Dy Ne.

JOCFR 3]
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

, . Lo
Section 31.11 of 10 CFR 31 establiches & genen! Beense avthorizing physiclans, dinical laboratories, and hospitals to es3
eertain small quantities of typroduct materia! fos in ¥itro cliniea’ of laboratory tests not knvolving the internal or extgmal .
sdministration of the byproduct materia! ar the radistion therefrom 1o human beings o7 animals. Possession of byprfduct
materia! under 10 CFR 31,11 is not suthorized until the physician, elinical laboratory, or hospital has filed Form AEL-483
and received from the Commission a validsted copy of Form AEC483 with registntion number. .

\/ . . L
by

) ° P L .
Thomas: Mfaﬂe’cfl"f,_‘g-o- - . .
- Anc hOl," %aycll mc_ AR - % 1 hereby apply for a registration number pursuant to
50910 Kashington:’ 48047 §31{.1'1. whcrn 31 zox use of byproduct materials
Baltifiore, ML » for [please check one block only)
N?w B. - 't.' jﬂO ’ ", A Bl o Myself, 2 duly Beensed physician authorized to
. e Ve T e - e @ispense drups in the practice of medicine, > -
: R Tt O b The above-named clinica! labonatory.
K R D « The sbove-named hospital.
INSTRUCTIONS - o ’ )'f S 4. To be complkted by the Afomic Encrgy Commission
1. Submit this form in triplest CLe e ~ -
Director of Licensing p- ,F !Ol Tt a7 Registration number: 7i10
ATTN: Materials Branch Ve et : :
Regulation . ' . : FOR THE U. §. KU TORY COMMISSION
U.S. Atomic Energy Commisslon : » . :
Washington, D.C. 20545 ’ . :
2. Please print or type the name and pddress ' .
(including zip code) of ths mghtrant .~ F . :
physician, elinicia! laborstory, ¢ hospita? .- - :..
for whom or for which this reglstration . .
4. Positi te
fon b e, Posion O i e of Shicley A, Crutcheteld’ oceober 11, LF4
extend the address beyond the right dot. {11 this Is an Initia! registretion, leave this spece blenk ~ number 1o be
(At AEC, & segistration number will be essigned by AEC.If this is & chenge of information from g previously
. & » : registered generel licensee, include your registration number.)

assigned and o validated copy of Form
AEC-4E3 will be returned,). .+ - ’

*f place of use is different ‘fxoqz sddzess in Item I, please give complete sddress:

\_

€. Certification:
I hereby certify that: .
8. Al information in this registration certificate Is true and complete,

b. The registrant has appropriate radistion messuring instruments to casry out the tests for which byproduct material will be used under the
grneral license of 10 CFR 35.11. The tests will be pesformed only by personnel competent in the use of the instruments and in the

handling of the byproduct materials.

¢ I understand that Commission regulstions require that any change in the information fumnished by 2 registrant op this registration
certificate be reported to the Director of Licensing, within 30 ¢ays from the effective date of such change,

rinte€ on the reverse side of this form); and
so¢uct material which he reccives, scquires,
te it filed with the Atomic Energy Commission.

€ I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31
I understand that the registrant & required to comply with those provisions as to all
possesses, uses, or transfers unde: the general license for which this Registration Certify

9(' 25 X(_/ )(By / ae

Signerure of person filing form

Date

Thomas Mianecki, D.0.
FPrinted name end 1itle or position of person filing form

representation to any department or AR nCy of the United States as tc any matter within Ity Jurheaiction,

L/ ING-~18 U.S.C., Section 3001; Act of June 25, 194862 Stat 748, makes It 3 criming! offense tO make 8 willfully false state ment or




CONDIT: O

§31.1) General ticense for use of byproduct
msterials for certain in vitto clnical of
hboratory testing.

{3) A general Yicense i herody baued to
any physician, clinical laboratory or hospital
to receive, acquire, possess, transfer, or use,
for any of the following sfated tests, in
accordance with the provisions of paragriphs
(), (c), {d), (), and (N of this secticn, the
following by product materials in prepsckaged
units: '

(1) lodine-128, in units not exceeding 10
microcuries each for use in in vitro clinical of
bboratory fests not involving internal or
external administratian of byproduct matesi
al, or the radistion therefrom, to human
teings or animals,

(2) lodine-131, in units not exceeding 10
microcuries each for use in in vitro clinical
o1 Lboratory tests mot invalving Internal or
external administration of byproduct materi-
8l, o1 the radiation thereftom, 10 human
beings or animals, Pl

(3) Carbon-14, in units nu: exceeding 10
miciocuries each for use in in vitro clini=al or
Lovreivry t2ote met invahing Infermal of
exlernal administration of byproduct maters-
al, or the radistion tbesefrom, to humem
beings or animals L

(b)No person shall recelve, “pequirs,
posscss, use or transfer byproduct meterial
pursuant to the general license established by
paragraph (a) of this section undl he hap filed
Form AEC-483, “Registration Certificate~In
Vivo Testing with Byproduct Maferla) Under
Genera) License™, with the Director of Licens-
ing, U.S. Atomic Energy Commission, Wash
ington, D.C. 20545, and received from the
Commission a validsted copy of Form
ALC-483 with registration number asaigned.
The 1cgistrant shall furnish on Form AEC483
ine folinwing information and such other
information as may be required by ihat form:

;I':

Lt TATIC WS OF GENTRAL LICENS

(1) Name and address of the registrant;

{2) The location of use; and

(M)A statement that the registrant has
sppropriate nadistion measuring instruments
to any out in vitro dlinical or aboratary
tests with byproduct materials as suthorkzed
under the general license In paragraph (a) of
this section, ané that such fests will be
performed only by personnel competent in
the use of such instruments and in the
handling of the byproduct materials, i

(c)A person who recejves, scquires,
possesses o1 uses dyproduct material pursuant
fo the general 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 {o the genesal License
r paragraph (a) of this section, at any one
Jocation of storage or use 2 tota! amount of
jodine-128 and/cr jodine-13) in excess of 200
microcuries,
*  {2)The genera) Beensee shall store the
byproduct material, untll used, in the origina}
shipping container or in a containes providing
equivalent radiation protection,

(3)The general licensee shall use the
byproduct materia! only for the uses author-
ized by paragraph (a) of this section, .

(4) The gencral licensee shall not transfer
the byproduct material fo s person who bs not
suthorlzed 1o recejve it pursuant to a License
Issued by the Commission or an Agreement
State,' nor transfes the byproduct material in
any sunner other than in the unopened,
abeled siipping container as received from
the supplies,

(d) The genera) Keensee shall not recelve,
squire, possess, or use byproduet material
pursuant to paragraph (a) of this section:

(1)Except as prepackaged units which are
Labeled in accordance with the provisions of a

cific license fssued under the piovisions of

32.71 oi this chapier or in accordance with

tCCER 311

the provisions of & specific icewsr itsued by
an Agreement State, which auth.c <zcs many-
facture and disuibution of icdine-126,
jodine-131, or carbon-14 for distribution to
persons generally licensed by the Agreement
snt‘Q *

(2) Unless the following stafement, or a
substantially simiar statement which containg
the information called for in the jollowing
slatement, appears on a label affixed fo cach
prepackaged unit or appears in a leaflet of
brochuze which accompanies the pac? age:

This madicactive material may be received,
acquired, possessed, and used only by physi-
cans, clinical Labbratories of hospitals and
only for in vitto clinical or laboratory tests
not involving internal or externa) administra-
tion of the material, or the radiation there-
from, 10 human beings or animals. Ity seceipt,
acquisition, possession, use, and transfer are
subject 1o the regulations and 3 general license
of the U.S. Atomic Energy Commission ot of
a3 State with which the Commission has
entered into an agreement for the exercise of
regulatory authority, -

Name of ma'n;afacmrer -

(e) The registrant passessing o using
byproduct materials undes the genes. license
of paragraph (a) of this section shal! epart in
writing 1o the Director of Licersing any
ghanges in the information fumished by him
in the “Registration Certificate~In Vitro
Testing with Byproduct Materia) Under
General License™, Form AEC-483. The repont

shall be fumnished within 3g days after the .

effective date of such change.

) Any person using byproduct material
pursuant to the general license of paragraph
(2) of this section is exempt fiom th re3Cire-
ments of Parts 19 and 20 of this zhe)ter with
respect to byproduct materials covered by
that general license.

2

YA State 50 which the Commistlon Bss Cansferred certain regu!
section 274 of the Atomic Eneigy Act of 1954,

*A new triplicate set of this
segistrant as requised by §3l.ll(e).

if larges quantities or other forms
“Application for Byproduct Materia)
application and registration forms may

of byproduct material than those specifi

License,”
be obtained from the United S
Matesials Branch, Dizectorate of Licensing, Regulation,

NOTES °*

a3 amended,

Reglittation Certificate, Form AEC-483, may be used to report

atory svihorily ower radionctive maiesia) by forma! wgreement, pursuant to

any change of information fumished by s

ed in the general license of 10 CFR 3).11 are required, an

Form AEC-313, should be filed to obrain 2 specific dyproduct materis) license. Copies of

iates Atomic Energy Commission, Washington, D.C, 20545, Attention:

6?0 s72. a2



