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U.S. NUCLEAR REGULATORY COMMISSION
MATERIALS LICENSE

Pursuant to the Atomic Energy Act of 1954, as amended. the Energy Reorganization Act of 1973 (Public Law 93-438), and Title 10, Code of
Federal Regulations, Chapter 1. Pants 30, 31, 32,33, 34,35 36, 39, 40. and 70. and n reliance on statements and representations heresofore made

L by the licensee. a license 1s hereby 1ssued authorizing the Hicensee to receive, acquire. possess, and transfer byproduct. source. and specia. suciess
P! matenial designated below. to use such matenal for the purposets) and at the placets) designaied below. to deliver or transfer such material 10
P%  pervons authonized 1o receive 1t in accordance with the regulations of the applicabie Part(s). This license shall be deemed 1o contam the conditions
B spccified in Section 183 of the Atomic Encrgy Act of 1954, as amended. and 1s subject to all applicabie rules. reguiations, aad orders of the
:d Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below.
. VL~00%%A_ 08

-

a Licensee ;

o | :

P 1 Caribbean Biorescarch, Inc. 3. License Number  52.25099.02

-

«

¢ P.O.Box 325 ;

- San Germén, Pucrto Rico 00753  $-ExpuanonDate 0 30 2001

- S. Docket or

o L Reference No. 130-34032

'; 6. Byproduct. Source. andror 7. Chemical and or Physkal 8. Maximum Amount that Licensee

- Special Nuclear Matenal Form May Possess at Any One Time 4
. Under This License
- . s
M A, Hydrogen 3 A. Foil Sources contained in A. Not to exceed 150 millicasics
- Packard Instrument Model per fuil :
- 88S detector cells

. . . .

B B. Nickel 63 B. Any foil or plated sourccin a B. No single source to exceed 8

- compatible  detector  cell millicurics per source

B registered  pursuant  to

« 10 CFR 32210

B . Hydrogen 3 C. Solid and liquid wastc. C. 10 curies

-

9. Authonized Use:

vy,

A. and B.  Fuil and/or plated source in g detector cell (registered pursuant to 10 CFR 32210 or an equivalest
Agreement State regulation) for use in compatible gas chromatograph for sample analysis.

¢ For storage only incident to disposal.

CONDITIONS

- 10. Licenscd material shall be used only at the licensee’s facilities located ut El Retiro Industrial Park, B Street, Corner
., San German, Pucrto Rico.

1. The Radiation Protection Officer for this license s Oliver W Kitham, Ph.D.

12, Licensed matcrial shall be used by, or under the supervision of, Oliver W. Kitham, Ph.D.

13 Scaled sources or detector cells containing licensed matenial shall not be opened or sources removed from source
holdcrs by the licensce.

- 14. A. The sources speciticd in ltem 7 shall be tested for leakage and/or contamination at intervals not to exceed

6 months or at such other intervals as specificd by the certificate of registration referred to in 10 CFR 32.210.
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MATERIALS LICENSE I Docket or Referemce & v 030-34032
SUPPLEMENTARY SHEET ! *
»
CONDITIONS *
. ®
Continued-
[ g
1. B. Noewithstanding Paragraph A of this Coodition, scaled sources designed o emit alpha particies shall be *
tested for leakage and/or contamination af intervals aot 1o cxceed 3 months. ®
L
C. In the absence of a certificate from a transferor indizating that a leak test has been made within 6 months *
prior Lo the transfer, a scaled source or detector cell received from another person shall oot be put into use *
M »
until tested.

L 4
D. Scaled sources need not be leak tested if: i
L J
(1) they contain not more thas 100 microcuries of beta and/or gamma emitting material or not more .
than 10 microcuries of alpha emitting material; or L d
[ g
(i) they are not designed to emut alpha paitickes, are in storage, and arc not being used. However, -
when they are removed {rom storage for use or transferred to another person, and have not been »
tested within the required leak test interval, they shall be tested before use oc transfer. No scaled >
source or detector cell shall be stored for a period of more than 10 years without being tested for .
lcakage and/or contamination. .
>
»
E. The leak test shall be capable of detecting the preseace of 0.005 microcuric of radicactive material oa the -
test sample. If the test reveals the presence of 0.005 microcuric or more of removable contamination, a .
report shall be filed with the US. Nuclear Regulatory Commission in accordance with 10 CFR 30.50(b)(2), »
and the source shall be removed immediately from scrvice and decoataminalced, repaired, or disposed of im -
accordance with Commission regulations. The report shall be filed within 5 days of the date the leak test >

result is known with the U.S. Nuclear Regulatory Commission, Regioa 11 ATTN: Chicf, Nuclear Materials
Licensing/Inspection Branch, 101 Marictia Street, NW, Suite 2900, Atlanta, GA 30323 The report shall -
specify the source mvolved, the test results, and corrective action taken. -
G. The licensee is authorized to collect lcak test samples for analysis by Varian Instruments Group. :

Alternatively, tests for leakage and/or contamination may be performed by persons specifically liceased by
the Commission or an Agreement State to perform such services. .
1. Al Detector cells containing titanium tritide foil shall only be used in conjunction with a properly operating :
temperature control mechanism which prevents fold temperatures from exceeding 225 degrees Centigrade. -
B. Detector cells containing scandium tritide foil shall only be used in conjunction with a properly operating ®
temperature control mechanism which prevents foil temperature from exceeding 225 degrees Centigrade. >
»
16. The licensce siiall conduct a physical inventory every 6 1 onths to account for all sources and/or devices received and *
possessed under the license. *
.
17. The licensce shall matntain records of information important to safe and effective de.oinmissioning at the location he
specificd in Condition 10 in accordance with the provisions of 10 CFR 30.35(g) until this liccnse is terminated by the d
Commission. h
-
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SUPPLEMENTARY SHEET ; *
[ J
.
CONDITIONS :
Continued- *
>
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18. In addition to the possession limits in condition 8, the liccasce shall further restrict the possession of liccased material
to quantitics below the minimum limit specificd in 10 CFR 3035(d) for establishing decommissioning finaacial
assurance.

19. Maintcnance, rcpair, cicaning. replaccment and disposal of foils coatained in detector cells shall be performed oaly .
by the device manufacturer or other persoas specifically autborized by the Commission or an Agreement State (o
perform such services.

20. Exccpt as specifically provided otherwise in this license, the licensce shall conduct its program in accordance with the
slatcments, representations, and procedures contained in the documents including any enclosures, listed below. The
Nuclear Regulatory Commission’s regulations shall govern unless the statements, representations and procedures in
the liccnsec’s application and correspoadence are more restrictive than the regulations.

A. Application dated November 25, 1995

FOR THE US. NUCLEAR REGULATORY COMMISSION

HECTOR BERMUDEZ

7 Z ﬁ
DATE BY Z .. ,

Region If, Division of Nudicag \!Jl%i.ﬁlls Safety
101 Marietta Street, NV ~oT )

Atanta, Georgia  M1323-

BRI EEE XX E

NAMLICENSE\S2-25009.001
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UNITED STATES NUCLEAR REGULATORY COMMISSION
RULES and REGULATIONS

TITLE 10. CHAPTER 1. CODE OF FEDERAL REGULATIONS — ENERGY

31.5c)

PART
31

31.1 Purpess and scepe

31.2 Torme and condiUions

31.3 Caertaln deviess and sQuIDEEnt.

31.4 Informatisn collection reguirements
OMBD apoproval

318 Cortain messuring. sauging or contrel-
ling deviens.

GENERAL DOMESTIC LICENSES FOR BYPRODUCT MATERIAL

er in accordance with the specifica- |

tions contained Ln a specific license 5 gauging or controlling thickness, den-

issued to .im by the Commuission 2 sity. level, interface Jocation. radi-

(8) Static eliminafion devace De- 3 ation. leskage. or Guslitative or quantl-

vices designed 10r Use as static elimins- 1 tasive chemical composition. of for

tors which contain. ss s sealed source © producing light or an jontsed simos-
2 or sources. byproduct material consist-
2 ing of a total of not more than $00 mi-
g crocuries of poloatum 210 per device.

318 Americtum-34] In the form of aaliors- & (d) Jon generaling (ude Devices de-

UOR oF refeTEn0Ss SOVFOS. signed tonization hich con
31.9 Oeneral Ucense 1o 0U3 bypreduct ma- foe of air v

31.10 Oeneral license for stremtium 90 in
1os detection devices.

31.11 Oeneral licanse for use of dyproduct
materta) for esrtain In vitre clinical or

the purpose of detecting. messuring,

31.8 Oenerul) Hosnss 10 stall devices gen-
orally Mosnsed in § 31.8.
31.7 Lusinous safety deviess for we in i1

i

laberntery testing. |_drogen 3 (trittum) per device. e | 1
312 Massesanacs of reeors K nformation  colloction  require- | U7 Am?n:mmm.m-
3113 Viotatons #3141 bu‘:m.ﬂmmcn of the devices 10 per-
31 16 Cnmeass penaltes menis: OMB spproval sons generally licensed by the Agree-

(s) The Nuclear Regulatory Corrmals | ment State.
sion has submitted the Mformation &
this moumulumnan: g ho acquires.
part to o! t (¢) Any person W re-
r. Authenty Secs 81 101 18] 88 Siat VAL and Budget (OMB) for spproval as re- | ctives. pOossesses. uses or transfers by-

Vo0, 084 80 smended (XU SC 2111 =N
2233) secs 201 w0 amended AL 88 4t

. \ Act of 1900 (¢4 USC. 3501 et 804q.). | t0 the general license in paragraph (8)
1202 as emended 1264 (2L S C 5041 38421 1 .
E  Section 318 sise resned wnder sec 274 73 & OMB has approved the tnformation | of this section:
“ .1 088182 USC 20211 2 collection tn | (1) Shall assure that all labeis af-
3 % this part under control number 3150- | fixed to the device st the time of re-
[ S < oo1s. ceipt and bearing a statement that re-
e (D) The approved information collec- | moval of the ladel s prohidited are
1 ton this | maintained thereon and shall comeply
931.) Purpess and scops. part appear in §§ 31.5, J1.5, and 31.11. | with all instructions and precauticns
This part establishes licenses | () This part contains provided by such labels

cable to the subject matter of this
part. * the label: however:
(1) In §31.11. Form NRC-433 s ap- &
$313 Torms and conditions. 0038. control number 3180- ¢ need not be tested for leakage of re-

i Ty
— (11) Devices con y
4 (a) The peneral icenses provaded in Uus pant 0318 o or con | or Dot tanre 100
£ are subyect 1 the provimons of §§ 30.14aL trolling devices.! other beta and/or gamms emitting
2 30.34(8) 0 (el 30.41. 30.50 0 30.63 and Pants | (a) A general license is hereby \asued | matertal or
; n.mmz’dmm'“n“lwaw”w““ww.&d. XOWH.‘Qld’MMmm
mewmdmmm‘:m'wld" “’ W“ sduals in thcml Mdmhddmnwn:m
:ww s g toa m:“tut:::;:::'nym
government agencies to aoquire, o8 need no :
I_":’ c"““"""'::.::”""‘ i mvm:mwuwc;m» (3) Shall assure that the tests required
general losnse issued cordance with the provisions of pars- | by psragraph 2) of this sectron and
@ transter, recelve, acquire, own, possess | myuphs (b). (c) and (d) of this section, thettcm(x::(unmoamud
g and uss byproduct material incorpo- | byproduct material contained tn de- N
“ rated in the following devices o equip- | vices designed and manufsctured for | ™*moval from iastallation uvolvng the
ment shich have been manufactured, radioactive matenais, 1ts shielding or
tested and labeled by the manufactur- *Persons possessing bypreduct metertal tn | contaament. sre performed:
devices under the pemeral lcense W §31 5 (i) in sccordance with the mstructions
1Assentien 5 dirested particularly to the before Jan 15, 1978, may csntinue @ poo- d by the labels; o
provisiens of the regulations (n Pasrt 30 of sesn Use of Lranafer that material I sccerd- F"’"’ ¢ :
this ehapter which relase 10 the labeling of ance with the requirements of 318 In (i) by a person holding 3 speafic
somtainers. sffsct an Jan. 14. 1978, bcense pursusnt to Parts 30 and 32 of

31-1

S.otember 28, 1995
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, -31.5(c)

31.7¢c)

PART 31 @ GENERAL DOMESTIC LICENSES FOR BYPRODUCT MATERIAL

this chapter or from an Agreement State
Lto perform such activities,

-+ (4) Shall maintain records showing
with the requrements of
paragraphs (cX2) and (c)3) of this
section. The records must show the
results of tests. The records also must
show the dates of performancs of. and

these records as follows:
{{) Each record of a test for leskage or
3 radiosctive material required by
3 peragraph (c){2) of thus section must be
Z retained for three years after the pext
T required leak test 15 performed or until
~ the sasled sourcs is transferred or
dispoeed of.
(li)h&nwdohmtdtbcm—oﬂ
mechanism and wndicator required by
pun’lrh {cK2) of this section must be
for three years alter the next
test of the on-off mechanism
and indicator 1s performed or until the
sealed source is transferred or disposed

of.

(iti) Each record that 1s required by
paragraph (cK3) of thus section must be
retained for three years from the date of
the recorded event or until the device 13
transferred or disposed of.

—
™ (5) Upon the occurrenrc of a fallure
of or damage to. or any indication of 2
possible failure of or damage to, the
shielding of the radioactive matenal or
the on-off mechanism or indicator. or
upon the Jetection of 0.005 microcune
of more remc . able radicactive matenal.
shall immediately suspend operation of
the device until it has been repawed by
the manufacturer or other person holding
- a specific license pursuant to Parts 30 and

32 of this chapter or from an Agreement
; State to repair such devices. or disposed
‘é of by transfer to s person author zed by 2
specific license to receive the byproduct
mstenal contained 1. the device and.
within 30 days, furnish to the Dwector of
the sppropnate Nuclear Regulatory Com-
mission Inspection and Enforcement
Reponal Office histed in Appendix D of
Part 20 of this chapter, a report contain-
ing & brief descniption of the event and
the remedial action taken:

(6) Shall not abandon the dewnce
_conummg byproduct matenal;

3 F

:r— (7) Shall not export the device
% contamng byproduct material except in
¥ accordance with  Part 110 of this
o chapter,

—

September 28, 1995

o

‘8) Except as provided in paragraph ! install and service such device in any
(eX9) of this section, shall transfer or I non-Agresment State anda
dispose of the device contaiung by i l‘i:tn“:chlo tnstall and .ervi:‘mchdm
product material only by transfer to a2 « ofishore waiers. as defined in
person holding s specific license pursuant g §150.3(f) of this chapter. Provided. That:
to Parts 30 and 32 of this chapter or from '[:
an Agreement State, to receive the device
; y (a) [Deleted 39 FR 43531.)
and within 30 days after transfer of 3 8 (b) The device has been manufac-

device to a specific hicensee shall furnish : tured. labeled. instalied, and serniced 10

to the Durector of Nudgu Materal Safety o .. ordance with applicable provi of

and Safeguards, U.S. Nuclear Regulstory 8 ) ovisiont
the specific hicense 1ssued to such person

Commusnion, Washington, D.C. 20555, s by the Agreement State

report containing identification of the ’

device by manufacturer’s name and

model number and the name and address ~ (c) Such person assures that any labels

of the person recemng the device. No ! required to be affixed to the device under

report 15 required if the device s trans o regulations of the Agreement State which

ferred to the specific licensee in order to * licensed manufacture of the device bear a

obtain a replacement device, R statement that removal of the label s

(9) Shall transfer the device to L9'°h‘b“°d~
another general licensee only i (d) | Deieted 39 FR 43531}

1) Where the device remains in use at
s particular location. In such case the
transferor shall give the transferee a copy
of this section and any safety documents
identified 1n the label of the device and (a) A general License 13 hereby issued
within 30 days of the transfer, report to 1o own, receive, acquire, possess, and use
the Director of Nuclear Matenal Safety thtium or promethium-147 contsned 1n
and Safeguards, U.S. Nuciesr Regulatory | luminous safety devices for use
Commussion, Washington, D.C. 2055S, urcraft. provided cach device contans
the msnufacturer's name and model w not more than 10 cunes of tritum or 300
number of device transferred. the name 3 Milicunes of promethjum-147 and that
and address of the transferee. and the x ¢ach device has been manusctured,
name andror posmtion of an individual - 1ssembled or imitially transferred 1n
who may constitute a pownt of contact | 3cccrdance with 2 license ssued under
between the Commussiun and the trans- | the provisions of § 32.53 of thus chapter
feree. or or manufactured or assembled in ac

(11) Where the device 1s held 1n storage | cordance with a specific license usued by
n the onginal shipping contamner at its an Agreement State whixch authonzes
intended location of use prior to imual | Manutacture or assembly of the device
| _use by a general hicensee for distnbution to persons generally
— Lhcennd by the Agreement State.

I9FR AISN

§ 31.7 Lumunous safety devices for use
in surcraft.

43 I1R 6918

(10) Shall compiv wath the pr. visions of
20.22 20.2202
4] ;mr;'::u;?' mgxd:r:t;h:; c'nptg;s{o; possess or use luminous safety devices
reporung -theft riossof 75 o rcuant to the general license 1n this
licensed matenal. but shall be exer at from 2
the other requirements of Parts 19, 2U nd 21 section are exempt from the requirements
e of Parts 19. 20. and 21 of tius chapter,

of this chapter. D except that they shall comply with the
provisions of §§ 20.2201 and 20.2202 of thus
- chapter
a (d) The general license in paragraph
e (a) of this section does not suthonze the
€ manufacture or import of devices
Q___comnning byproduct maternia!

(b) Persons who own, receive, acquire

S8 FR 67657

FR S

§ 31.6 General license to install devices ;'3_ (c) Thi general license does not
generally licensed in § 31.5. Z suthonze the manufacture, assembly,

@ repar or import of luminous safety
Any person who holds a specific - tainin
license issued by an Auum?n?suh devices c:f ¢ tntum of pro-
» authorizing the holder to manufacture, methium- 147
T install, or service a device described in
§ 31.5 within such Agreement State is
hecreby granted a general license to

FR 44149

—

31-2




