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.IOCFP 31 REGISTRATION CERTIFICATE-IN VITRO TESTING R0529

i WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31.11 of 10 CFR 31 establishes a general license authorizing phy icians, clinical laboratories, and hospitals to
possess Certain smnall quantities of byproduct material for in vl1rt clinical or laboratory tests not involving the internal/or
external adininistration of the byproduct material or the radiation therefrom to human beings or animanls. Possessi n of
byproduct material under 10 (FR 31.11 is not authorized until the physician, clinical laboratory, or hospital h;filed
NRC Form 483 and received from the Comnission a validated copy of NRC Form 4S3 with registration number.

Daniel I.d Bielak DO.
' 7650 Dixie ry 3. 1 hereby apply for a registration number pursuant to

-Clarston, III 48016 §31.11 10 CFR 31 for use of byproduct materials for

(please check one block only)
a. Myself.a duly licensed physician authorized todispense

drugs in the practice ol medicine.
vO b. The above-named clinical laboratory.
0 c. The above-named hospital.
4. To be completed by the Nuclear Reguldi ory Commission.

INSTRUCTIONS

1. Submit this form in triplicate to: .; Registration number: 4'c73
Office or Nuckar Material Safety and Safeguards f tA RYCT1IS14

ATTN: License Management Branch FOR THE 0.S. NUCLEii tRLtUL;ORY COs.1MISSItI
U.S. Nuclear Regulatory Commission .l . A

Washington. D.C. 20555 *,

2. Please print or type the name and address (includ- o r
ing zip code) of the registrant physician, clinical 7tm
laboratory, or hospital for whom or for which g o - .- ( /
this registration form is filed. Position the first * E n bi r r ' 1 (QS5
letter of the address below the left dot and do E7 rp-rr is o' ral registration Deere if iiade'blank mber to he
not extend the address beyond the right dot. (At . ssignedII ARC Iftris is a chonge ofiu norion 1rom apreviously
NRC. a registration number will-be assigned and rcgieredbeiNerallic tisa includeoflo irrtagistretio J ntnmlersJ
a validated copy of NRC Form 483 will be .e-
turned.)

place of use Is different from address in Item 1 plase give complete address:
C .

* ,#~.. - .

6. Certiflcation:

I hereby certify that:

a. All information in this registration certificate is true and complete.

b. The registrant 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
handling of the byproduct materials.

c. I utiderstand that Commission regulation' require that any change in the information furnished by a registrant on this registration
certificate be reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such change.

d. I have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side or this rorm);
and I understand that the registrant is required to comply with th8sr provisions as to all byproduct inaterj~Ilich he receives, acquires.
possesses. uses, r tran.fers tinder the general license for which this Retistration Certific it cear Regulatory

lDate 10-31-85 By~
,/Signature of person filing form ,

Dr. Daniel 14 . Bielal: -Physician-cDmer
Printed name and title or position of person filing forim

.RNING-18 U.S.C.. Section 1001; Act of June 25. 1948; 62 Stat. 749; makes it a criminal offense to make a willfully false stat'ment or
representation to any department or acrency of the United States as to any matter within its jurisdiction.



4 ,-j..,ee~

CONDITIONS AND LIMITATIONSOF GENERAL LICENSE 10 CFR 31.11

§31.11 (.eneral license tin use of byproduct RepuiatrV ('ooninmsiion. Washington. D.C. (lI Except asprepackagredunits whiichare'
materials for certain in vitro clinical or labora- 20555. Jnd ececived fruirt the Comnniission a libeled in accurdance with the p ovisions ot&
tory te;ino. validated copy of NRC Fo'rm 483 with Tegis- specific license issued under the provisions of

tratiufn number assigned or until he has been § 32.71 of this chapter or in accordance with
(a) A cencral license is hereby issued to authorizedpursuant to §35.14(c)uf this chiap- the provisionsof a specificlicense issued byan

y physician, clinical lIhoratory or hospital ter to use byproduct materijl under the general Agreement State that authorizes manufacture
receive.aicquire, possess, transfer.or use. for license in this § 31.11. The registrant shall and distribution of iodine-125 iodine-131.

.ny of the fullowing stated tests, in accordance furnisih un NRC 'orrri 483 the lollowinz infor- carbon-14. hydrogen-3 (tritium). or iron-59
sith the proviiions of paragraphs ib), (c).(d), mation and such other infornmation as may be for distribution to persons generally licensed
(e). and tf) ol this section. the following by- required by that torin. by the Agreement State. -
product materials in prepackaged units: (I) Name and address of the registrant; (23 Unless the following statemnent. or a

(1) lodine-125, in units not exceeding 10 '(2) Tihe location ol use;and substantially similar statement which cnntains
microcuriesIeach for use in in vitro clinical or (33 A statement that the registrant has ap- the information called for in the following
laboratory tests not involving internal or cx- propriatecradialion mreasuring instruments to statement, appears on a label affixed to each
ternal administration of byproduct m3terial, carry out in vitro Clinical or laboratory tests prepackaged unit or appears in a leaflej or
or the radiation therefrom, to human beings with byproduct materials as authorized under brochure whici accouipanics the package:
or anmals . the general license in paragraph (a) of this This radioactive material may be reveived.

(2) Iodine-I 31. in units not excceding 10 section, ant that such tests will be performed acquired. possessed, and used onlt by physi-
microcuries each for use in in vitro cliniial or only by personnel competent in the use of ciani.chnical laboratuoiesor Iospitals and only
laboritory tests not involving intertial or ex- such instruments and. thn te handling or the for in vitro Llinical or laboratory tests not
to;. Il Aad-imI;ist itiom of byproduct mjterial ,or byproduct nmaterials. I involving internal or external administration of
the radiation thlerefrom, to human'dbingc or (e) A person who`tcceives. icquires. po5- the material, or the radiation therefrom. to
animals. * *S sesaes o; uses byprod It material pursuant to human beings or animals. Its receipt. acquisi-'

' (3). (arbon-14, in units not exceeding 10 the neral license estlblisied by paragraph (a) tion. possession. use. and transfer are subjec
* nicrocuries each for use in in vitro clinical o 1~ jiof this section shall coply with the following: - to the regulations and a general license of tile4s* laboratory tests not involving internal or exter- (1) The general licensee shall not possess U.S. Nuclear Regulatory Commission or of a
nal administration of byproduct material, or at any one time, pursttiaht to the general license State with which the Commission has'rntered
the radiatiom-thierefroin. to human beings or in paragraph (a) of sthis section. at any one into an agreemtent for the exercise of regula-
animals. location of storage orjise. a total amount of _tory authority.
!(4) Hydroigen 3 (tritiumo) in units not'ex- iodine 125. iodinezli.and/or iroon S9 in ex- e
ceeding 50 microcuries each for use in in vitro cess of 200 microciurl4. .:
clinic-al or laboratory tests not involving inter- t2i The geeneral ltnsee shall store the by- Name of manufacturer
nal or external administration ot byproduct product material, unql used. in the original (e) The registrant prssessing or using by-
material.or the radiation therefrom, to human shipping container or.l a container providing product materials under the general license of
beings or animals. equivalent radiation prtection paragraph (a) of this section shall report in

(5) Iron 59. in units not exceeding 20 (3) The general lijcnsee %hall use the by- writing to tihe Director of Nuclear Material
micro-urieseach for use in in vitro clinical or product ntterial onI)ttor tIme uses authorized Safety and Safeguards any changes in the in-
lahoratory test, not involving iniernal or cx- by paragraph (a) of Iht$ section norniation-furnished by him in the *Revimtra-
ternal adminitration of byproduct' material. (4) The gzeneral l nsee Shall tot i inster tinn Certificate-In Vitro Testing with By-
or the radmamion therefrom. t.. human beings. the byproduct mater scept by trans:r to a product Materiai Under General License:' NRC
or antmnals. : peron authorized escive it L'x a .enFe Iorm 483. The report shill be lurnisled i ith-

ibl No person shall receise. acquire. pos- IpursuJnt tothis chap 1r t'rom an Agrcment in 30 days after tIe etfectise date of such
'e"ss use or transfer byproduict maicrial pur- State.' nor transfer tl byproduct mare:mal in change.'

znr t.s tth- general likense estbhlih:dby-- ny :iiianncr other. nI n'the unopened' (il Any person using byprodud material( ayaziph (a) ot this section until lie has tiled labeled shippin container a received from tlhe pursuant to the general license of paragraph (a)
NRC I'orm 483. "Registration ('crtilicate-In supplier. of this section is exempt from the require-
Vitro TJ-!ing wiih Ryproda'ct Mlaterial Under . ld)OThe geitr:.' iienw.ee Sltal: .;ol ;:eve, nintiu. of Paris 19 and 20 of thii CIaptel with

'General License," with the Office of Nuclear acquire. possess. or use bW"jIduct material respect to byproduct materials covered by that
Material Safety and Safeguards. U.S. Nuclear pursuant to paragraph Ia)oilila xction: general license.

e ' . .tS y , NOTES'{w q'- ',-'
'A State to which certain regulatory authority dver radioactive m aterial mhasbeen-transtferred by formal agreement. pursuant to section 274 of

the Atomic Energy Act ofl' 1954. as ;m.nded.

:'hlaterial generally licensed under this section prior to January 19. 1 97tnuay bear labels authorized by the regulations in effect on January 1.
197S. '',

'A new triplicate set (if this Registration Certificate. NRC Form 483. nuay, be used lo report any change ol' information furnished by a restrant
as required by §31.11(e).

Ifla rger quta ntities or oilier fo rms or byprodIct tnatcrial I ta n Ihose spcsifiedl in the ceneral licens or Io ( IR 31.1 I are required. an "Appli-
Cation fir Byprodict NiatcriAl License." NRC Forin 313. should lie b ilckdlo obatain a spscific byproductv material license. (Copies or applkalion
and registration forms may be obtaincd from the- United States Nucleai Regulatory Commission. Washington. D.C.'2055S. Attention: License
htjnazement Branch. Division of ::uel Cycle and Material Safety.

PRIVACY ACT STATEMENT
Pursuatit to S U.S.C. 522ate)(3). enacted into law by section 3 of' tIme l'rivncy Act of 1974 (Public Law 93-579), the following statement is fnr-
nished to individuals who supply information to the Nuclear Regulatory.Commission on NRC Form 483. This information is maintained in a
system of recordsdesignated as NRC-3 and described at 40 Federal Registef 45334 (October 1.1975).

I. AUTHORITY Sections 11 and I ,1(b) or the Atomic Energy Act ol II?54, ;s annended (4? U.S.X. 2111 and 2201,h)).

2. PRINCPAI. PURPOSE(S) The information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 30-36 to determine
whether the application conforms to the rcquiiements of the Atomic I.nergy Act of 1954,as amended.and the regulations of the NRC. for the
issuance of a registration certificate authoriiing the use olin vitro testing. 'a '

3. ROUTIXNE USES Tlme inforiatimtin may be used: Ia) to provide recordsto State liealth departimients for their information and use: and (hi) to
pr..side inl' rmiation tlo Federal. State. and local health omfficials antd other perwnus in the event of incident or cxposuri.for purposes of their
intornrtatiin. investiga tihn. and protection *mf tle public heali h atil sttcly. The inforlilat inn may Also be di eliseid to aplroprimtl l'ed~ral.
State. or 1.:-al -dacn.ie. in tI;e c-cn; tl. inmforiwition, itdic:gi.s al s-it.maniin tsr tistenitiitatitmn ofu l.s and in iltre coturse mi an :mdiniiiiistratiie ;r
jih li..l prom ceding. In additiol. tIns initriiiim'i ildmy tic trwitiseiltd Iti a;I apprlirsmi.ie I ederad. Sl.awe. or lvcal .mgeni to tihe extent relevant
and nes . ..rs ti'.ma N R(' dccism,.. ..r toi appropralte I edclral a; .icy to the *eteint rClevmit and necesary for tIat agency's decision aioul you.

3 4. WHI-TIIIR DISCIOSURE IS MIANDATORY OR VOLUNIARY XNI) EFUEET ON INDIVIDUAL 01: NOT PROVIDING INFORMATION
It is voluntary that you furnish the requested infolmation. If the requested information is not furnished. howvevtr. the registration -ertificate,
or amendment thereof, will not be processed.

5. SYSTIrM MANAGER(S) ANr ADIRI:SS D)irector. Division of Fuel Cyele and Material Safety. Offiee of Nuclear Material Safety and Safe-
guards. U.S. Nuc;lear Regulatory Commission. Wasilngtoil.D.C. 20555.

I


