':'V\J —‘\

v - —4NRC FORM483 Uu.s. NUCLEARREGULATORY COMMISSION - »* 7 APPROVED BY OMB: NO. 31500038 ' * ¥ % i< ~
: - 1 - »Exmness-ai-ee R o

Z [ ESTIMATED aunoeri “PER C RESPONSE 0 - COMPLY WITH THIS
INFORMATION COLLECTION REQUEST: 7 MINUTES. ‘THE VALIDATED |
I REGISTRATION IS .MANDATORY. AND .SERVES . AS .EVIDENCE .TO §.

“B SUPPLIERS ' OF BYPRODUCT MATERIAL THAT THE REGISTRANT IS
R ENTITLED .TO - RECEIVE THE "BYPRODUCT ' MATERIAL. ““FORWARD | -
COMMENTS REGARDING BURDEN ESTIMATE TO THE INFORMATION [
. J AND RECORDS MANAGEMENT BRANCH (MNBB 7714}, US.

7 REGULATORY "'COMMISSION, WAsumGTON ‘oC, - 20555-000%;

/ REGISTRATION CERTIFICATE - mwtro TESTING
« WITH BYPRODUCT MATERIAL UNDER .

+ [} MANAGEMENT AND BUDGET

“}veterinary medlcme to posses “ceitain ‘small quantmes [ byproduct ‘material for in

| administration of the byproduct material or ‘the radiation therefrom fo human belngs ot animal ossession of byproduct

' 7% Y authorized until the physician, Clinical laboratory, hospital, or vetefiarian in the practice of vet r
Commission a validated copy of NRC Form 483wrth areglstrahon number DA

NAME AND ADDRESS OF APPLICANT (See lnstmcbon:?B below) coes T 2 APPLICATION (CheCkone only)‘

na medrcmel as f Ied

 INFECTIOUS DISEASE CLINICAL LABORATOH T, ,mseo,bypmdudmatena,sfor prsuam o AREER 2L 28

- 4440 E. 7 -MILE RD“/:P. O. BOX 34427
s ; A. . Myself, a duly ficensed physician authonzedtodrs rsed i
DETROIT.-MI. 48234 o .| . . the practice meedncmep » Pe FUQS " ,
AEEE
) (313) 368-2610 . \J | B. The above-named clinical laboratory o
~+~+* | TELEPHONE NUMBER -(inolude Arda Codo) =" ‘.':f G The above hamed hospltal, <~ =+ T |
c Lo T v D. Veterinarian in the practice of veterinary medlcme
3 INSTRUCTIONS: ..~ £ i e i _.4. REGISTRATION .
LA Submit this form in dupjlcateto e : o Gt REGISTRATION NUMBER
- R AR o ' :
.Medieel AcademrcandCommerclaIUse e R NI T T o
. . - Safety Branch (6 H3) - L I o““c%, Coe e 3260
. . Division of Industrial and_ Medical NuclearSafety Ch s i ST ‘o,
- .. Office of Nuclear Material Safety and Safeguards ~v..-. QFFORGTH 87 x?{J,CLEAR REGULATORY COLELISSION
-U.S. NudearRegulatory Commission - R -2 Mi- .

Washinglon, DC 20555-0001

: (At NRC a regnstratlon number wul be assogned and a validabd eopy
,ofNRC Form483w1llberetumed) SR i

'B. :lntheboxabove pnnt ortypethe name, addras (nncludmg ZIPv . Carolyn oyl o tember ﬁ gusv -
- Code), and telephone number of the registrant physician, clinical - (I this an initial regstratron leave thls space ank — number t’o be j S IR
laboratory, hospital, or veterinarian in the practice of veterinary - assigned by NRC. Ifthis is a change of information from a previous y Lo

- medicine for whom of for which this registration form is fled. = - | regstered general ficense, include your registration number.) . .
:|5. | ptace of use is different from address listed above, give complete address: N - : e

: G CERTIFICATION: T T N
“A Al!mformahon mthasregnstrabon cerbﬁcatelstrueandoomplete

~ B.  The registrant has appropriate radiation measunng lnstruments to earry out the tesis for wh;ch byproduct matenal will be used under the general

. license of 10 CFR3111 Thetostswaﬂbeperformed ontybypersonnelcompetentmm Ott;el lnthe | o
byproduct materials. 0 . . RER i-u’?‘-, "“' W“ﬂ‘*’i?‘ev |

R

¥

' ’C._ "1 understand that Commlsslon regulatrons requn'e that any change |n the lnforrnabon furnished by a reglstrant on this regrstratlon cemﬁcate be
T reported to the Drrector or Nuclear Matenal Safety and Safeguards wrthnn 30 days from the effectlve date of such change ' L

D | have read and understand the provrssons of Section 31 11 “of NRC reguiabons 10 CFR 31 (repnnted on the’ re'verse ‘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,
" “of transfers under the general license for which this Registration Cerhﬁwte is filed with the u.s. Nuclear Regulatory Commission.  ~~

PRlNTED OR TYPED NAME AND TITLE OF APPLICANT y R SIGNATURE OF APPLICA’,I,_‘ D\ATE\';,_,‘ R

"JOSEFINA M. FORD, B.S-M.T. (ASCP) ' “M /z« 47,¢f,54;[/ G p AT

SUPERVISOR ... . (. csorr s P ] e ol g,@/ YoTEET

| WARNING: FALSE STATEMENTS.IN THIS.CERTIFICATE MAY BE SUBJECT-TO. CIVIL AND/OR CRIMINAL| .-

. JoENALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND| -

* SCURATE'IN ALL‘MATERIAL RESPECTS. 18 U.S.C.'SECTION 1001 MAKES'IT A’CRIMINAL OFFENSE TO| """
\__4AKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE

. JUNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION. ; = ak

e 4

AN e




o B CONDITIONS AND LIMITATIONS OF GENERAL I.ICEHSE ‘Ill CFR 31.11

b

§3111 Generalhcenseforuseofbypwdmtrrmerialsforcutunir
‘vitro clinical or laboratory testing. - - oo .

(a) A general license is hereby issued to any physician, veterinarian

" in the practice of veterinary medicine, clinical laboratory or hospital to
receive, acquire, possess, tran:fer or use, for any of the foﬂomng stated
tests, in acrz:rdance wrth the provisions of paragraphs (b), (c), {d), {e}.
and {f) of ttri; gfctioﬂ the following byproduct matenals in prepaek
aged units: 3’ 5 . o
(1) lodrne-125, units ot exceedmg 10 mrcrocur:les' each for use

" seleniam-75, -ﬂuimsshmofzodmm RS

(2} The general licensee shall store the byproduct material, until - . -
used, inthea'i;ﬁ-lshvphgwnuineror in a container providir
equivalent radiation protection. -

{3) The general ficensee shall use the byproduct matenal only for\-/
theuse:arthoruedbvmhh) of this section. .

{4} The geneval licensee shall not transfer the byproduct matenalv- .
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 any manaer other than in the unopened labeled

in in vitro clinical® §boratory tests not mvolvmg internal or external shwngcolmas received from the supplrer

administration of ct material, or the radratron therefrom to

_ human beings or anlma'!s

; (2). lodine-131, in units not exceeding 10's mrcrocurres each’ for use’
- in in vitro clinical or laboratory tests not mvolvmg internal or extemal

(5) The geneval licensee shall dispose of the Moek lodme-125
reference or calibeztion sources described in paragraph (a}{7) of this
section as required by § 20.301 of this chapter. :

(d} The general licensee shall not receive,: acquire; ‘possess, or use i

administration. of .byproduct material,. or the radratron therefmm : byprodur:trnater-lpurwamtopammph (a) of this section:

“

* to human beings or animals,” - e BN . ?
(3) Carbon-14,”in units not exceedmg 10 mrcrocurres each for use

" in in_vitro_clinical. ‘or_laboratory tssts not involving internal or external Y

~adminlstratlon of byproduct material, or the radtatron therefrom

to human beings or anrmals. e - T e e

(4) Hydrogen 3 (tntmm) m units not exceedrng 50 mmocur.es )

- sach for use in in vitro clinical or laboratory tests not involving internal .
. or external administration of byproduct material, or the radiation
" therefrom, to human beings or animals.
(5) Iron 59, In units not exceeding 20 microcuries each for use inin
. vitro clinical or laboratory tests not involving internal or external
administration of byproduct materlal or the radratron therefrom to
< human belngs or animals. . [ A L
{6) Selenium-75, in units not exceedmg 10 microcuries each for use
. in in vitro clinical or laboratory tests not mvolvmg internal or external
administration of byproduct material, or the- radratron therefrom
" to human beings or animals,

(7) Mock lodine-125 reference or calrbratron sources m unrts not L

exceeding 0.05 microcurie of jodine-129 and '0.005 microcurie of -
americium-241 each for use in in vitro clinical or labomory tests not

~ invelving mternal or external administration of byproduct ‘material, or '

the radlatron therefrom, to human beings or animals. ©

{b} A person shall not receive, acquire, possess,” use or transfer °

byproduct material under the general license established by paragraph
(a) of this section unless that person:

{1) Has filed NRC Form 483, “Registration Certificate—In Vitro
Testmg with. Byproduct Material Under General License,” with the
‘Director of Nuclear Material" Safety and Safeguards U.S. Nuciear

Regulatory Commission, Washington, D.C. 20555, and received from

the Commission a validated copy of NRC Form 483 with registration
. number assigned; or

(2) Has a license that authorizes the medical use of byproduct
material that was issued under Part 35 of this chapter.

{c} A person who receives,.acquires, possesses or uses byproduct '

_materlal pursuant to the general license established by paragraph (a) of
thrs section shall comply with the followlng

"{1)° The general ticensee shall not possess at any one trme pursuant
.10 the general license in paragraph (a) of this section, at any one loca-
tion of storage or use, a total amount of iodine 125, jodine 131,

1 - TN . e

TR e . . —

(1) Except. as prepackaged units which are Iabeled in accordance )

with the provisions of a specific license issued under the provus:ons of .
§ 32.71 of this chapter or in accordance with the provisions of a .
" specific license issued by an Agreéement Staté that suthorizes manufac- - U
ture and distribution of jodine-125, jodine- 131, carbon-14, hydrogen-3 :
{tritium), selenium-75, iron59 or Mock Iodrne-125 for distribution to
persons generally licensed by the Agreement State, -

(2} Unless the following statement, or a substantrally similar
statement which contains the rnformatron called for in the following
staternent, appears on a label affixed to each prepackaged unit or
appears in a leaflet or brochure which accompames the’ package :2

This radioactive material may be received, acqurred possessed and
used only by physicians, veterinarians in the practice of vetermary
medicine, clinical laboratories or hospitals and only for in vitro' clinical
or laboratory tests not involving internal or external administration of
the material or the radiation therefrom, to human berngs or animals, -
Its receipt, acquisition, possession, use, and transfer are subject to th
reguiations and a general license of the U.S. Nuclear Regu!atory Com
mission or of a State with which the Commission has entered into an
agreement for the exercrse of regrlatory authorrty. '} ;

s ... . Nameof manufacturer R
{e} The registrant possessing or using byproduct materials under the n

general license of paragraph (a) of this section shall report in writing to

__the Director of Nuclear Material | Safety and_Safeguards any changes

in the information furnished by him in the “Registration Certificate—In °

Vitro Testing with Byproduct Material Under General License,” NRC- -

Form 483. The report shail be furnished within 30 days after the

, effective date of such change. 3 .

{f) Any person usmg bypmduct materral pursuant to the general

"Ficense of paragraph (a) of this section is exempt from the requirements

of Parts 19, 20' and 21 of this chapter with respect to byproduct |
materials covered by that general license, except that such_ persons

" using the ‘Mock lodine-125 described in paragraph {a)(7) of thls section

shall comply with the provisions of § 20.301, 20.402 and 20.403 of
this chapeer. v

-
‘Atomic Energy Act of 1954, as amended.

1975,

’ NOTES_ -
1A State to whrch certain regulatory authonty over radroactrve matenal has bmn tmnsferred bv formal iymntent; pursuant to ;ection 274 ot the

2Material generally Ircensed under this sectlon prlor to January 19 1975

i s

may bear labels authorized by the reorrl;tions in effect on January 1,

¢ 3A new. triplicate’ set of this’ Regrstratlon Cemﬂcate NRC Fonn 483 may be used k) rq)ort any change of rrrformatron furmshed by a regrstrant

asrequnred by § 31.11(e). ~ou o

/(k

_If larger quantities or other forms of byproduct matenal than thooe specrﬁed m the general hcense of 10 CFR 31 11 are requrred an "Apphcz ‘
tion for Byproduct Matenal chense  NRC Form 313 should ‘be fited to obtain a specific byproduct material license, Copies of application an:
 registration forms may be obtained from the Medical, Academic and Commercisl Use Safety Bnnch {6H3), Div'sion of industrial and Medrcal Nuclear\/

Safety, United States Nuclear Regulatory Commission Washmgton bC 2(555




