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Section 31.11 Of Io CFR 31 ecta bhes a genera license au thorizint physicialdfcnialboratories an4hospitals to possess_rtain small quantities of byproduct material for In vitro clinical ox laborsator tests not Involving the internal ox externaladministration of the byproduct material or the radiaton thererrom to human beings or animals. Possession of byprodue tmaterial under 10 CFR 31.11 Is not authosiicd until the physician. clinical laboratory, ox hospitSa has flied Form AEC-483and received from the CornTnIsslon a validated copy of Form AEC-483 with registration number.
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3. I hereby apply f6r a registration number pursuant to
§31.11. 10 CFR 31 for use of byproduct materials
for tplease check one block only)
a. Myself, a duly licensed physician authorized to

dispense drtugs in the practice of nmdicine.
O b. The above-named clinical 12boratory.
O c The above-nramed hospital.
4. To be compkted by the Atomic Energy CommissionINSTRUCTIONS trip

1. SubmIt this form in trivci WIt
Director of Licensing . .-

A1TN; Materials Branch> .
Regulation
U.S. Atomic Energy CommisstJo
Washinrton, D.C 20545

2. PJease print or type the name and iddres
(including zip code) of th, regstrant
physicias, clinicial lboratory, pi h oapita
for whom or for wvhch thIs registratIon
form Is filed. Position the first letter of the
address below the left dot and do not
extend the address beyond the t~ht dot.
(At AEC, a eeistration number wM be

, assigned and a validated copy of Form~- AEC-483 kill be returned,)1 -'

/1~ ,. -

I. ...

I. ".1. .

i
Recistration number:

FOR TrE U.S. NUCLEir W ATorY" CYINISS I 0I

F.' u) f i .I '<Pt 1 1), -'
WW thir I: an lnhtLregisrarion, keave thit space bLank - nurmbu to be

assigned by AEC If this is a cihnge of informraion from e previously
registeredgenerallicensee. inelude your registrarion number.)

Ii

S. Ifplac? of use is difrercrit fromp address in Item 1. plea" give complete addxes:

6. Ccrtification:-

I hereby certify that:

a. AT information in this registration certificate it true and complete.
V

b. Jhe registsant has appropriate raieltion nmeasuring instruments to carry out the tests for which byproduct material wW be uped under theceneral license of 10 CFR 31.11. The tests uill be performed only by personnel competent in the use of the instrsments and in thehandling of the byproduct material.

e. I understand that Commrrsi51on regulstions require that any change in the information furnished by a registrant on this registrationcertiticate be reporied to the Dirbctor of Licensing, vtithin 3D days from the effective date or such change.

d. I have read and understand the provisIons of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverst aide ofthis form); xnd -I understand that the registrant is required to comply %ith those provisions as to at byproduct mnaeria1 wvhich he rebeives, acquires,possesses, uses, or transfers under the gSneral license for which this ReEistration Certificate is filed with the Atomic Energy Commission.

Date - ii - 1'/~ f 6
By (d� �r

f x _r i r _.

Sig crtcre ofperon filinr form

GENE W. FREDERICKS, D.O.
Prinled name and rile or position of person filin form

|YiARN ING-28 U-S.C., S*Cton I OD I Act ofJuno 25, 294!; 62 Stat. 74pi makes It a crlmrinal ao fnsc to make a wIllfully false staleIenI orI represAnNaNlon tW sy d;artrnment or apency of the Unttla States as to &ny matter wl hIn tts Jurisdiction. -



L,"%Z)ITIS AZ LUY,4T IC, ~S OF GENFR AL LICE NS[ EI CFRP 31.11
§31.11 General license for use of bypicrduc
in;tcrials for certain in vitro clinical e
laboratory testirg.

(a) A general license Is hbes.by isued to
any physician, clinical laboratory or hospital
to receive. acquire, possess, transrer,'or ure,
for any of the followin stcred tests, in
accordance Aith the provisions of paritamphs
(b). (c). (d), (e). and (1) cf thit sec;: it, the
folUoving byproduct materials in prepackaged
units:

(I)lodine-125. in units not eaceedin8 10
nuerocuries each for use in in vitro clinical or
bboratory tests not involving internal or
external administration of byproduct frrteri-
alJ or the radiation therefrom, to human
beings or animals.

(2) Iodine-131. in units not exceeding 10
rnktocuries each for use In in vitro cliniol
or laboratory tests not involving Internal or
exeinal administration of byp-oduct rrgteri-
al, or the radiation tfherefrorn, to human
beings or animals :

(3)Caubon-14, in units n.,.: exceeding 10
rnicrocuries each for use in in sitro cdr3.nel or
laboratory tests not involving Internal or
cxter-na rdrdminusliation of b5 prouct meterS-.
t or the radiation tberefrom, to huma

beings or animals.
(b) No person shall receive, 'pcqre,

possess, use or transrer byproduct rn'teria
pursuant to the general license esta~lIshed by
paragraph (a) of this section until he has filed
Form AEC-483, "Registration Certificate-It
v.zo To,-stLng Vwith Byproduct Material Under
GCneral Licertnse with the Director of Lictrs-
ing, U.S. Atomic Energy CommnisxJon, W-sh
ington, D.C 2054S, and received from the
Commission a validated copy of Form
AEC-43 with registration number &usnc'd.
Thc registrant shaL' rurnish on Fo .. AEC-483

ec roiliowing information and *uch ^shc.
information as mm) De rtquiued by that form:

t t(I) Nme and address of the registrant;
(2)The location of use; and
t3)A statemcnt that the regstrant bhaPpropriate isdiation measuring isrujments

to cary out In vitro rintcal or l'.boratory
tests with byproduct raterials as authoraae4
under the general license in praTgraph (a) of
this section, aid that such tests wila be
performed only by pcrsonncl competent in
the use of such instruments and in the
handling or the byproduct matcrials.

(c) A person who receives, acquires,
possesses or uses byproduct material pursuant
to the general license established by paragraph
(a) of this section shall comply with the
follovking:

(1)The general licensee shall not possess at
any one time, pursuant to the general license
in paragraph (a) of this section, at any one
location of storage or use a total amount of
iodine-125 and/or iodine-131 in excess of 200
rnicrocuries
' (2)The general licensee shall store the
byproduct material, until used, in the original
shipping container or in a container providing
equivalent radiation protection.

(3)7ht general licensee shall use the
byproduct material only for the uses author-
ized by paragraph (a) of this section.

(4)Thc general licensee sh.l not transfer
thc byproduct material to a person who Is not
authorized to receive it pursuant to a license
issued by the Commission or an Agremcrnt
State,1 nor transret the byproduct material in
any manner other than in the unopened,
labeled shipping container as rmceived from
2he supplier.

(d)The general license shall not reeive,
acquire, possess, or use byproduct material
pursuant to paragraph (a) of this sction:

(l)Exccpt a3 prepackaged unirts bich are
labeled in accordance with the prowlvJonl of a
-ciric Ucensc Issued under the provisionu of

932.71 of Ws chapter or in accordance with

the provisions of a specific license issued by
an Agreenent Stare, which autl.orizes rranu-
factur and distribution of icdinc-l2S,-
iodine-131, or carbon.14 for distribution to
per1ons generally licensed by the Aereement
State.

(2)Unless the following statement, or a
subtnantially imilur statement which contans
the information called for in the following
stUtement, appears on a label affixeJ to each
prepackaged unit or appcars in a leaflet or
brochure vwhich accompanies the par; age:

This radioactive material may be received,
acquired, possessed, and used only ly physi.;

anS, clinical laboratories or hospitals and
only for in vitro clinical or laboratory tests.
not involving internal or extema2 administa-
tion of the material, or the radiatiun there.
from, to human beings or animas. Itt reccipt,
acquisition' possession, use. and transfer re
subject to the regulations and a general license
of the U.S. Atomic Energy Commission or of
a State with which the Commission has
entered into an agreement for the exercise of
regulatory authority.

Name of mranufacturer - -

(e) The registrant possessing or using
byproduct materials undes the tgneroj license
of paragraph (a) of this section shal cepart in
writing to the Director of [icen ing any
c¢hrtes in the information furnished by-him
in the "Registration Certificate-In Vitro
Testing with Byproduct Material Under
General License", Form AEC-48i3. h'ec report
shall be furnsihed within 32 days after the
efrective date of much cfange.

(f) Any person using byproduct material
pursuant to the general' licene of paragraph
(a) of this section is exempt from ta rei4ire-
menti of Parts 19 and 20 of this .ha;rter with
respect to byproduct materials covered by
that general license.

I

NOTES

A Stare to which the Commisslon has transferred certain regulatory authority over radioactive mattrial by formsl agrerement. pursuant tosection 274 of the Atorric Energy Act of 19S4. as amended.

2A new triplicate set of this Registration Certincate, Form AEC493 may be used to report any change of information furnished by arcgirIrant as rcquired by §31.11(e).

If larger quantities or other forms of byproduct material than those specified in the gencral license of 10 CFR 31.11 are required, an"Application fot B)product Material License:' Form AEC-313. should be filed to obtain a specific byproduct material license. Copies ofapplication and registlation forms may be obtained from the United States Atomic Energy. Commission, Washington, D.C 2054 AttentionM te;ts Bjanclh Directorate of Licensing, Regulation.
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