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[NRC FORM 483 ) U. S. NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO. 3150-0038

EXPIRES 3-31-98

1 .
(-9 . . - B ESTIMATED BURDEN .PER RESPONSE TO COMPLY
INFORMATION COLLECTION REQUEST. 7 MINUTES. TH!

REGISTRATION CERTIFICATE -- in vitro TESTING | o as OF Svoroouct WATERAL THAT THE R
'WITH BYPRODUCT MATERIAL UNDER TS RE ARG BURDEN ESTMATE TO THg
GENERAL LlCENSE . ’ REGULATORY COMMISSION, WASHI

THE PAPERWORK REDUCTION PR
MANAGEMENT AND BUDGET, WASHING

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, "clinical faboratories, hospitals, and veterinal the practice of
veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving ernal or external
administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct material under 10 CFR 31.11 is not
authorized until the physician, clinical laboratory, hospital, or veteriarian in the practice of veterinary medicine, has fi Ied NRC Form 483 and received from the
Commission a validated copy of NRC Form 483 with a registration number.

1. NAME AND ADDRESS OF APPLICANT (See Instruction 3.B. below) 2. APPLICATION (Check one box only)
CCINTY OF FAIRFRX DEPAR’H ’I’l (\ HE‘AJIE’ | hereby apply for a registration number pursuant to 10 CFR 31, Section
"LABORATORY v " "1 31.11,fox use-of byproduct materials for: ¥
10777 MEIN STREET, SUITE 301 o A. Myself, a duly licensed physician authorized to disperse drugs in
FAIRFAY, VA 22030-6303 ‘ ~ the practice of medicine. .
(703)285-2218 . ¥ | B. The above-named clinical laboratory.

TELEPHONE NUMBER (include Area Code) N C. The above named hospital.
(703) 246-3218 o D. Veterinarian in the practice of veterinary medicine.

3. INSTRUCTIONS: 4. REGISTRATION

A. Submit this form in dupllcate to © REGISTRATION NUMBER:
Medical, Academic and Commercial Use - 8058
Safety Branch (T-8 F5) -
Division of Industrial and Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

HUCLEAR RECULATORY COEISSION

(AtNRC, a reglstratlon number wul be aSS|gned anda valldated copy
of NRC Form 483 will be retumed )

(el Boy

B. In the box above, print or type the name, address (including ZIP < 4) Harch 7, 1997
Code), and telephone number of the registrant physician, clinical (If this an initial registration, leave this space blank — number fo be _
laboratory, hospital, o veterinarian in the practice of veterinary assigned by NRC. If this Is & change of information from & previously
medicine for whom or for which this registration form is filed. registered general ficense, include your registration number.)

8. If place of use is different from address listed above, give complete address: -

s oo v e e 6, -CERTIFICATION -
| hereby certify that: :
A. Al mfon'natldn in this registration certificate is true and complete.

B. The reglstrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used under the general
license of 10 CFR 31.11. The tests will be performed only by personnel competent in the use of the instruments and in the handllng of the
byproduct materials.

C. | understand that Commission regulations require that any change in the information furnished by a registrant on this regustratlon certificate be
reported to the Director of Nuclear Matenal Safety and Safeguards within 30 days frorn the effectlve date of such change

D | have read and understand the provisions of Section 31. 11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this form); and |
understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses uses,
or transfers under the general license for which this Registration Certificate is filed with the U. S. Nuclear Regulatory Commission.

PRINTED OR TYPED NAME AND TITLE OF APPLICANT . SIGNATURE OF APPLICANT 1 — DATE

Mary S. Kitchen, Director of Lzboratory ’U MY
.- Services i "EL‘\J 7 OJ/S?

wy( VW

ARNING: FALSE STATEMENTS IN THIS CERTIFICATE MA{_BE SUBJECT TO CIVIL AND/OR CRIMINAL
~ENALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND
ACCURATE IN ALL MATERIAL RESPECTS. 18 U.S.C. SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO
MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE
UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION. . .
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'CONDITIONS AND LIMlTATIONS OF GENERAL LICENSE 10 CFR 31.11 ,
§ 3111 ﬁeneral licehse for use of byproduct matenals for certain in® ...° seleAlum-75, snd/ar iron 53-in excess of 204 microcuries. *123i
. vitro cliniggl or laboratory testlng ) o .' I (2] rThe gemeral-licanses shall store the byproduct materxal, untlu\/
Y . L used in ‘the original shipping’ contalner ‘or I a contalner providing
{a) A ""‘t, al licemgads hereby issued to any physician, veterinarian equivalent radfation protéctian, IR i

ghgary medicine, clmrcal labGratory or hospital to {3) The general licensee shall use the byproduct material only for

receiva, acqm o8& transfer, or use, for any of the fallowing stated. . the yses authorized by paragraph (a) of this section.
tests, in accordgdWith the provisions of paragraphs (b), (c), (d), (e), .., . (4).The general. licensee shall nat.transfer. the byproduct matenal_
+ “and (f) of this S lon tha following byproduct materials in prepackn except by transfer to a person autho)rrzed' to _receive it by a license’ :
aged units: s : - . ¥ pursuant to this chapter or from an Agreement State ! hor tran;fer the *
(1} lodine-125, in umts not axceedrng 10 microcuries aach for use .byproduct materral in any manner other than m ' the unopened labeled,
in in vitro clinical or laboratory tests not involving internal or external shipping container. as recelved from the supplrer .
.administration of hyproduct. matenal or the radlatxon therefrom, to . . (5) The general hcensee shall dvspose of the Mock Iod|ne 125";
human beings or animafs, - y a0 reference or. calibration. cources degeribed in pamgraph {8){7} of thig
“(2) tadine-131, in units not excesding 10 microcuries aach for use :  section as required by § 20.301 of this chapter. i
in in vitro clinical or laboratory tests not involving | mternal or external " {(d) The general licensee shail not receive, acquire, possess, or use -
“administration _of” byproduct materlal or the radtatron therefrom : byproduct material pursuant to paragraph (a) of this section: i
to human beungs or animals. N : ’ {1) Except as prepackaged units which are labeled in aecordance
(3).-.Carbon-14, .in units. not exceeding 10 mlcrocurles each for use i with the provisions of a specific license issued under the provisions of
in in_vitro clinical or laboratory ‘tests not involving internat or e}tsrnal : § 32.71 of this chapter or in accordance with the pggvisions of a .
administration of byproduct materral » o1 the- radiation therefrom " Tspecific license issued By an Agreement State that authorizes manufac-
to'human beings ar animaals. soa e B . ture and distribution of iodine-125, iodine-131, carbon-14, hydrogen-3 .
{4) Hydrogen 3 (tritium}, in .units npt exceeding 50 microcuﬁes . {tritium), setenium-26, iron69 or Mesk Jodine-126 for drstrcbutlon to -
+ each for use in in vitro clinicat or taboratory tests not involving internal persons generally licensed by the Agreement State.” -~ - N
" or external administration, of byproduct material, or the radiation : {2) Unless the following statement, or a substantially sumrlar !
therefrom, to human beings or animals. 4 statement which contains the information called for in the following .
{5) Iron 59, in units not exceeding 20 microcuries each for,use inin @ statement, appears on & ‘Iabvel affixed to ‘each prépackaged unit or
vitro clinical or laboratory tests not involving intéernal or external ‘ appears in a Ieaflet or brochure which accompanies the package:2 -
administration of byproduct material, or the radsetlon therefrom, 0 This radioactive material may be réeeived, scquired, possessed, and |
. human beings or animals. v? used only by physicians - veterindrins in-the practice of veterinary ;
) (6) Selenium-75, in units not exceeding 10 mxerocurtas each fot. “i? medicine, clinical laborataries or hospitals and only for ifi vitré clinic
in in vitro clinical or laboratory tests not |nvolvmg mtornal or external 1 or laboratory tests not involving internal or externat administéation
administration of byproduct material, or the radtatlon theref;sm the materlal or the radiation therefrom, to human belngs or animala
to human beings or animals, LR ;- "hs tecelpt, aeqiisition, possession; “uge'afd trangfdr are subjdet to the ¢
(7) Mock lodine-125 reference or calibration sources, in units not reguiations and a general license of the-U.5.' Nuclear Regulatory Com- :
exceeding 0.05 microcurie of iodine-129 and 0.005 microcurie of . mission or of a State with which the Commission has entered into an b
. americium-241. sach for use in in vitro clinical ar laboratory tests not 4 agreement fo the exerelse ‘of regulatery authenty ool 8 h
i involving mternal or extarnal admrmstrauon of byproduct matenal or : ST thLs N "
the radiation therefrom, to human beings or anrmals T o ot oo
. {b). A _person_shall not recelye, acquire, po;sea, use or transfer = - — e e T - Coon
byproduct material under the general license established by paragraph - - <=~ 6 < ..~ Name of manufaciurer. =7 »_;':':JU,.J'»_::-L; e
1 {a) of this section unless that person: d
; {1) Has filed NRC Form 483, ‘‘Registration Certificate—In Vitro {e) The registrant possessing or using byproduct materials under the
- Testing- with' Byproduct -Msteriel- Under- General- License,” with-she - geassal license of paragraph @) of this section shatl rgport in writing to '
.- Director of Nuclear Material Safety and._ Safeguards, U,S, Nuclear _ ',_‘the Director_of Nuclear Material Safety and Safeguards any changes
Regulatory Commission, Washington, D.C. 20555, and received from in the mformatlon furnished by him in the "Reglstratﬁq Gnmfu:ote—lrt
, the Commission a validated copy of NRC Form 483 with registration Vitro Testmg with . Byproduct Material Under General chense " NRC’
number assigned; or Form 483 "The report shall be furnished within 30" day's after the,
i~  {2) Has a licsnse that, .authorizes. the medical use, of bvproduct - effectqve date of §uch change 3. ey i
g. mqtenal that was. issued under Part 35 of thss chapter A e g lf)_ Any person usmg byproduct materlal pursuapt to th general 4
‘ (c} A person who receivas, acquires, possesses or uses byproduct ) lrcense of paragraph (a) of this séction'is exempt fro t! e requ;rements H
. material pursuant to the general license established by paragraph (a) of of Parts 19, 20 and 21 of this chapter with respecf to byproduct
©  this secticn shall somgply with the fallowing: ;- .. . T .maternals covered hy. that general license, except that such personsi
i (1) The general licensse shall not possass at-any one tlme. pursuant‘ . using the Mock lodine- 125 descnbed in paragraph (al(7) of thxs section
! to the general license in paragraph {a) of this section, at any one loca- shall comply with the provisions of § 20.301, 50.402 and 20 403 of ;
¢, tion - of stosage- or use, a total amount of ipdine:125; iodina 1:'{‘1q g ‘.«'thls ghapter.,. . . - S a
% i ;_v’it;, SLoETRYT T IR A L T . By i 3 e W R e i e e @b )
¢ e - - — - T g ] [REE H
e m—— .>‘,‘ — - . . R :‘. . ———— - —_— —— e = - - _— - [ - [N - —— _.—‘.____!
i 1 A State to whlcl‘i certain regulatory authonty over radloactlve materlal has been transferred by formal agreement pursua?’tt to sectron 273 of the }

Atomic Energy Act of 1954, as amended.
2Mat,erlal generally, licensed under this section prior to January 19, 1975 may bear labels authonzed by the regulatlons m effect on January e
1915 : R I T R T e
T 3 A new tnpncate set of thls Rgglstratloh Certlf:cate NRC Form 483 mav be Usgd to report any chanﬁe of leormetlon furmshed by a regrstn .
Cay fequiredby B83a(e). - T 4l T R Y L LIRS ] I BRI L4 U B \_/
L7y, IF largér qRantities or ather forms of byproduct materlal than those specrfred in the generat llcense'of 10 CFR-31.11 are reqmred an "Applrca-
- - tlon for. Byproduet Material. License,” NRC Form.313. shou!d be filed -to obtain a specific. byproduct matenal ticense, Copras of apphcatlon and
! regxstration forms may be’ ‘obtained from the Medlcal ‘Academic’ and Commercxal Use Safefy Eranch lGHS) Dlvrslon of lhdustnal and Medrcal Nuclear
Safety, Unlted States Nuclear Regulatory COITlmlSSIOI‘l Washmgton DC 206581 < 1 ik g 7"'?" LAY LA :‘l ST R ":
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