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41 MATERIALS LICENSE.

l t

(f Pursuant to the A;omic Energy Act of 1954, as amended, the Enerpy Reorganization Act of 1974 (Public Law 93-438), and Title to, j
h Code of Federal Regulations, Chapter I. Paru 30,31,32,33,34,35,39,40 and 70 and in reliance on staternents and representations hen refore j
% made by the htensee, a hcense is hereby mued authonzing the hcensee to recei :, acquire, possess, and transfer bypnduct, source, and special j

i | nuclear material designated below; to use such material for the purposets) and at the place (s) deugnated below; to deliver or transfer such material i

i to pervy :thorized to receise it in as cordance with the regulations of the applicable Part(s). This hcense shall be deemed to contain the conditions j

g speafica ni Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations and orders of the Nuclear i

Regulatory Commmion now or hereafter m effect and to any corkhtiom specined below. 1

I&

j!
l |

q In accordance with letter received !Ucensee

'| September 8, 1992 |
!1. Department of Health & Human Services 3. Ucense number 15-26421-01 is amended in |

; food and Drug Administration its entirety to read.as follows. ;

! i

2. 11630 W. 80th Streeti

j Lenexa, Kansas 66214 4. Expiration date April 30, 1994 |

| s. Docket or 030-32815
Reference N.o

% & By product, source, and/or 7. Chemical and/or physical 8. Maximum amount that licensee
f4; special nuclear material form may possess at any one time

f under this beense |A i

h A. Nickel-63 A. Foil source (Tracor, A. No single cell to (
W Inc. Detector Cell exceed 15
;! Model !11019-0001) millicuries

i 4

i B. Nickel-63 B. Foil source (Hewlett- B. No single cell to !
% Packard Cell Models exceed 15 ;

4| No. 18803A or 19303) millicuries |

C. Nickel-63 C. Foil source (Variv. C. No single cell to |R(
'

Associates Deteccor exceed 8 !4
i cell Models No. millicuries 4

Ij% 02-001972-01 or
03-908377-01) !h{4

p$|W
Iqi - F

k(4
9. Authorized use h

!

A., B., and C. For use in gas chromatographs for sample anaysis. |

% CONDITIONS |

{g10.
.

;

Licensed material shall be used only at the licensee's facilities located at 11630
QW. 80th Street, Lenexa, Kansas.

g/
4'd]/11. A. Licensed material shall be used by, or under the supervision of, >

ii Donald C. Kendall, Marvin L. Hopper, Kenneth R. Grif fitt, James L. Daft or M
N Edmond J. Baratta. Di

( B. The Radiation Safety Officer for this license is Donald C. Kendall.

( 9212070002 921006
'

'4; PDR ADOCK 03032815c(j paa
L,A, , Is

nj MICIAL RECORD COM I!,

b w+.2xzzzx3 c+w w cwpWkkrigg&xxxxxxxx mxzrxxxiv+xxxx '

' '| y| 'f ) '
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U.S. NUCLE AR REGULATORY COMMISSION ' Pact 2 or 34 Nat ForQM A
4 o s41 License number

f15-26421-01b MATERIALS LICENSE4 b
. "

4 SUPPLEMENT ARY SHEET 030-32815. p4 N

4| _

Amendment No. 01 /}4
4 $1
4 f
4 i

$ !

h12. A. (1) The sources specified in 7.A. through 7.C. shall be tested for leakage W

4 and/or contamination at intervals not to exceed 6 months. Any source $
.h received from another person which is not accompanied by a certificate $'
T indicating that a test was performed within 6 months before the transfer f
f shall not be put into use until tested. >

,

!,o

M (2) Notwithstanding the periodic leak test required by this corciition, any !;
V licensed sealed source is exempt from such leak tests when Qe source !
y contains 100 microcuries or less of beta ~ and/or gamma emitting material or j'
ij 10 microcuries or less of alpha emitting material. ?

i
4

hf B. Any source in storage and not being used need not be tested. When the source

:4! tested before use or transfer.
~

y
/ is removed from storage for use or transfer to another, person, it shall be

$

C. The test shall be capable of detecting the presence of 0.005 microcurie of
1! radioactive materii.1 on the test sample. If the test reveals the presence of Q

0.005 microcurie or more of removable contamination, the source shall be fp! removed from service and decontaminated, repaired, or disposed of in accordance $.i

/ with Commission regulations. - A report shall be filed within 5 days of the date M

$
the leak test result is known with the U.S. Nuclear Regulatory Commission, p

g Region IV, 611 Ryan Plaza Drive, Suite 400, Arlington, Texas /6011, ATTN: g
y Director, Division of Radiation Safety and Safeguards. The report shall y

specify the source involved, the test resuits, and corrective action taken, kqai

5{g
i Records of leak test results shall be kept in units of microcuries and shall be
4 maintained for inspection by the Commission. Records may be disposed of
(g!j following Commission inspection,

h[j
D. The licensee is authorized to collect leak test samples for analysis by

FDA/Winchester Engineering and Analytical Cor."r, or tests for leakage and/or h
contamination shall be performed by persons specifically licensed by the X

% Commission or an Agreement State to perform such services. h
t iq

i[ 13.[ Sealed sources containing licensed material shall not be opened. p

14. In lieu of using the conventional radiation caution colors (magenta or purple on
h yellow background) as provided in Section 20.203(a)(1), of 10 CFR Part 20, the !d

% licensee is hereby authorized to label detector cells and cell baths, containing Y'

licensed material and used in gas chromatography devices, with conspicuously etched dj

j or stamped radiation caution symbols without a color requiiement. y
n' %

; 15. Detector cells containing licensed material shall not be opened or the foil sources M
Il removed from the detector cell by the licensee. W
R fi
f h
e4

e

ha v

(<4! M,l,

frT $[e '
i

khddNNN.TYN55IIATNNJ85N5N5555555555YNE55Y25255Y MNN1sd5555$$$TEiM

- . _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ - _ - _ _ _ _ _ -
. ,



.- . - - - . . - . - . - . . . - ..- -

9" ....-- .wsarwaramnstraunrarneswrenenesesnrrrarzwra x sTrzzws:srzwrz.. ,

f *ut r o, A.a / 4 A U.S. NUCLE AH R EGULATORY COMMISSIO*d eAGE ) or 3 e ac t s ' . I
M Lkense number f4

!
'

MATERIALS LICENSE g,w g2pjly0)- j-

SUPPLEMENTARY SHEET
030-32.815

( .
F

.'

4 Amendment No. 01 f
4

p_

4 >

-

4 W

q 16. The licensee shall conduct a physical inventory every 6 months to account for all-
'

s

# sources and/or devices received and possessed under the license. Records of 5

j inventories shall be maintained for 2 years from the date of each inventory,

'17. :n addition to the possession limits in Item 8, the licensee shall further restrict bj
q the possession of licensed material to quantities below the minimum limit specified

qA .
in 10 CFR 30.35(d) for establishing decommi,ssioning financial assurance.,

b
, , . 't ! .,

4 18. The licensee shall maintain records of information important to safe ~and-effective
i decommissioning at the licensee's facilities describedJin Condition 10 of this
f license, per the provision"of 10 CFR 30.35(g) until this license is terminatad by

the Commission.
, ,

M 19. Except as specifically provided otherwise in this license, the licensee shall
J conduct its program'in accordance with the statements, representations, and
A procedures contained'in the = documents, including'any enclosures, listed below. The
j Nuclear Regulatory Commission''sfregulations-shall govern unless the statements,.
4 representations, and procedureslin.the licensee's: application and correspondence are

'

q more restrictive than the regulations,.
4 -

% A. Application dated July'7, 1988-
1 B. Letter dated June 1,;1992
h C. Letter raceived September 8, 1992!

4
k.

'

h !
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f FOR THE U.S. NUCLEAR REGULATORY COMMISSION
fy
j _ Origital Signed By

#'*' *O ~ '

I|Dat S
0 W By

(>; .Nuclear Materials Licensing Section .

Region IV;

j Arlington, Texas 76011 g
! .

., i
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4 0to UNIT E D STATES. .

NUCLEAR REGULATORY COMMISSION+,. -,

REGloN IVg

*g[ -
611 RYAN PLAZA DRIVE. SUITE 400o,

AR LINGTON, T GXAS 700118064 -C

*...* M 6M

Department of Health & Human Services
fnod and Drug Administration
ATTN: Donald C. Kendall

Radiation Safety Officer
11630 W. 80th Strut
Lenexa, Kansas 66214

Gentlemen:

Please find enclosed Amendment No. 01 to your NRC material license. You should-
review this amendment carefully and be sure that you understand all conditions.
If you have any questions, you may contact the reviewer who signed your license
amc m ant at 817/860-8100.

Please e advised that you must conduct your program involving radioactive
materials in accordance with the conditions of your NRC license, representations
made in your license application, and NRC regulations. In particular, note that
you must:

1. Operate in accordance with NRC regulations 10 CFR-Part 19, " Notices,
Instructions and Reports to Workers; Inspections," 10 CFR Part 20,
"Standaros for Protection Against Radiation," and other applicable
regulations.,

2. Possess radioactive material only in the quantity and form indicated in
your license.

3. Use radioactive material only for the purpose (s) indicated in your
license.

4. Notify NRC in writing of any change in mailing address (no fee required if
the location of radioactive material remains the same).

5. Request and obtain written NRC consent before transferring your license or
any right thereunder, either voluntarily or involuntarily, directly-or
indirectly, through transfer of control of your license to any-person or
entity. A transfer of control of your license includes not only a total
change of ownership, but also a change in the controlling interest in your
company whether it is a corporation, partnership, or other entity. In
addition, appropriate license amendments must be requested and obtained
for any other planned changes in your facility or program that are
contrary to your license or contrary to representations made in your
license application, as well as supplemental correspondence thereto, nich
are incorporated into your license. A license fee may be charged for the
ameidments if you are not in a fee-exempt category.
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Department of Health & Human Services -2-'

food and Drug Administration

6. Submit a complete renewal application Mth proper fee, or termiAation
request at least 30 days before the expiration date on your license. You
will receive a reminder notice approximately 90 days before the expiration
date. Possession of radioactive materici after your license expires is a
violation of NRC regulations.

7. Request termination of your license if you plan to permanently discontinue
activities involving radioactive material.

You will be periodically inspected by NRC. A fee may be charged for inspections
in accordance with 10 CFk Part 170. Failure to conduct your program - in
accordance with NRC regulations, license conditions, and representations made in
your license application and supplemental correspondence with NRC will result in
enforcement action against you. This could include issuance of a notice of
violation; imposition of a civil penalty; or an ordcr suspending, modifying, or
revoking your license as specified in the General Policy and Procedures for NRC
Enforcement Action,10 CFR Part 2, Appendix C. Since serious consequences to
employees and the public can result from failure to comply with NRC requirements,
prompt and vigorous enforcement action will be taken when dealing with licensees
who do not achieve the necessary meticulous attention to detail and the high
standard of compliance which t'.e NRC expects of its licensees.

Thank you for your cooperation. g

Sincerely,
G

'$fMt hl( h, t,& *

acqueline D. Burks, Health Physicist
Nuclear Materials Licensing Section

_

Enclosure:
As stated

|

________ -
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| del'ARTMINT' Ol' ilEAlli'll & ilUM AN SERVICl3 Putsi c Hemith service

rood a#4 Drug Administration*

Kans.at City District
11630 West 60th Street
Lenexa, KS 66214 3340

)

) U.S. Nuclear Regulatory Cominission
Region IV

611 Ryan Plaza Drive, Suite 400
Arlington, Texas 76011-8064

_

Dear Ms. Billic Uruszynski:

Regarding our Nuclear Materials Lloc:.se, Lis letter is to inform you that
Donald C. Kendall, Director Laboratory F. ;nch is now our Radiation Safety.

k Officer. Please snake the necessary thanges. 9

If you have any questions please call rue or Donald C. Kendall at 913 752-2100.

Sincerely,

.Y >W -

W. Micl[act Rt 'erf
District Director :

;

-

-

F g ,,,

/k
i '70,iiQ g

9a24
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Departmer.t of Health & Iluman Services
food and Drug Administration
ATTN: Garrett D. Salmon

Radiation Safety Officer
11630 W. 80th Street
Lenexa, Kansas 66214

'ientl emen:

Enclosed is corrected copy to License No. 15-26421-01, dated June 29, 1992,
changing Conditions 11 to add'll.B.; .2.0 to show Region IV as the NRC .egion1

which has oversight of your license; and 19.A. to list the proper backup
documentation for tour license. You should review this document for
correctness and t0mpleteness,

if you have any questions concerning this action, please feel free to contact
us at (817)860-8100.

Sincerely,

hY Mw &

Billie Gruszynski g:ti.
Nuclear Materials Licensing Section

Enclosures.
As stated

.

# f.
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q Pursuant to the Atomic Enerry A t of 19$4, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), arW Fil 10, 4
E Code of federal Regulations. Chapter I, Parts 30,31,32,33,34,35,39,40 and 70, and in reliance on staternents and representanons heretofore p

q% nuclear rnaienal deugnated below, to use such material for the purpt6 cts) and at the place (s) designated below; to deliver or transfer scch rnaterialk

made by the license, a hcense is hereby sued authoritir'g the laensee to recene. acquire, pusess, and transfer byproduct, source, and special >

k to perwns authosaed to recene it in acrutdance with the regula' ions of the applicable Partish This licente shall be deemed to contain the condstions k,

specified in section 183 of the Atonne Energy Act of 1954, as amended, and is subject to all applicable rules, re(ugons gd orders of the Nuclear js
.y Regulatory Comnw.sion now or hereafter in et'ect and to any conditions pecified below.
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'

If Department or Hea'th & Human Services 3. Ucense number 15-2642'l-01 j'i.

k[f -

F|!

Food and Drug Administration
h I

|4
2- 11630 W. 80th Street

lh Lenexa, Kansas 66214 4. Expiration date Apris 30, 1994 >

g>g
10
'[ 5. Docket or
!q

_.th produ.t source. and'ut 7. Chermca) atWor physical B. Maumum amount that l censee >h.6
_

_ _,_ Re ference No 030-3?815
i

' if,F speaal nuclest material ic,r m may possess at any one .nc
under this hcense:

k yt

h! A. Nickel-63 A. Foil source (Tracor, A. No single cell to d
d IM. Dete. tor Cell exceed 15 milli- d
h Model 111019-0001) curies +

B. Nickel-63 B. foil source (Hewlett- B. No single cell to h
f* Packard Cell Models exceed 15 milli-

,[ ho. 18803A or 19303) curies Is
r i,

il C, Nickel-63 Foil source (Varian C. No single cell to ji
'
..

Y Associates Detector exceed 8 milli- I

$ Cell Models No, curies !i
If 02-001972-01 or I'

IR 03-908377-01) !I
h: !N,

"

9. Authorized use ip,
ie

g A., B., and C. For use in gas chromatographs for sample anaysis. |'
L9 i

$ {

!(T CONDITIONS I

IN
h 10. Licensed material shall be used only at the lir.ansee's facilities located at 11630 y

W. 80th Street, Lenexa, Kansas,

s1 11. A. Licensed materirl shall be used by, or u*. the supervision of, h4

li Donald C. Kendall, Marvin L. Horrer, Xenneth R, Griffitt, James L. Daf t or y

$p
Edmord J. Baratta, p

W

g{B. The Radiation Safety Office < for this license is Garrett D. Salmon.
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