
. _ _

__

5 *

O 0" ~

, .

y-

v

h Hoffmann-l.a Roche
d=~a ne

=em- S
u s...- m ..- k -------..

De

t WrrRt;'t . .HWb-)---....--.I ,---------. -

cue m.
/.t , unt . .. II+ d O=

fg
rhr . . ~.,jl988 Ag ' ~ < ~ ~

..
'

Februa
.

; Dcts m u ' ' '1-- % L--
1--Deto Ccti f b,. 3 f

'

cyi... Ed. 9 >nfM---. o-.
1

,un .

U.S. Nuclear Regulatory Commission
Materials Licensing Branch '83 fp ,, / N 123

-

931 Park Avenue
King of Prussia, PA 19406&

' U
h Gentlemen: ;

Hoffmann-La Roche currently holds byproduct material
licenses 29 00018-05E and 29 00018-06JLwhich will expire on
March 31, 1988. These Ticenses allow Roche to distribute
byproduct material to persons exempt from licensing
pursuant to 10 CFR 30.18, and to persons generally licensed
pursuant to 10 CFR 31.11, respectively. Roche also
possesses broadscope byproduct material license 29-00018-02

- for research, development, manufacturing, packaging and
distribution. This letter constitutes an application for

_
renewal of license 29 00018-0EG. It is our desire to allow
licena 29-00018-05E to expire since Roche does not plan to
manufacture or distribute products containing exempt

_
quantities of byproduct material.

-

Roche manufactures and distributes in-vitro diagnostic
- laboratory reagents at its facility located at 11 Franklin
K f. venue, Belleville, N . il . The reagents contain a small

amount of radioactive material tagged to antigen or
antibody molecules as part of diagnostic kits used by
physicians, clinical laboratories, er hospitals. The
current radionuclide used is lodine 125, although anye

radionuclide listed in 10 CFR 31.11 may be used with thea
# exception of Hoc.k-lodine-125.

Regarding the requirements of 10 CFR 32.71, Attachment
r A to this letter is an actual package insert that

accompanies each unit of radioactive material. The insert
contains instructions regarding precautions to be followed
in handling, storing, and disposing of the byproduct
material. Attachme.it B contains actual examoles of labels,
that are affixed to vials containing byproduct material
distributed to general licensees. I trust this information
will be sufficient for renewal of license 29-00018-06G.
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IU.S., Nuclear Regulatory Commission
february 19, 1988
Page No. 2

1

|

Enclosed is check number 182893 for $230.00 as payment ,

of the renewal fee pursuant to 10 CFR 170.31(3)(I).

Should you require additional information to evaluate,

this application, please call me at (201) 235-3418.
. .

'

Very truly yours, ;

- O
Micha 1 J. Drzyzga :
Radiation Safety Officer '

MJD/gc
,

Attachments A and B
enclosure -
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For Technical Assistance call 1-(800) $261247

THIS PACKAGE INSERT ISSUED NOVEMBER.1987.
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Radioimmunoassay for
Cocaine Metabolite

,

SUMMARY AND EXPLANATION OF TEST: REAGENTS:
The Abuscreent Radioimmunoassay for Coca'ne Metabo- Each Roche Abuscreen Radioimmunoassay for Cocaine
lite is a specific and sensitive in vitro test to detect the Metabolite 100 Test Kit contains:
presence of benzoylecgonine (the primary urinary metabo- 1. Anti Benzoylecgonine Serum Reagent (Goat):
lite of cocalne). While the sensitivity of the test is $ ng/mL, 1 bottle anti benzoylocgonine serum (goat)in phosphate

7for the identification of positive samples a cut off value of buffered saline containing bovine serum albumin and
300 ng benzoyltogoninelmL la supplied as the positive FD&C blue #1 with 0.2% sodium azide as preservative,
reference control. Lower cut off values can be prepared 2. *l Benzoylocgonine Reagent:
from reagents supplied in inis product. The assay is 1 bottle *l-Benzoylocgonine derivative in phosphate
capable of determining the presence of benzoylecgonine buffered saline containing FD&C yellov. *5 with 0.1%
in urine at nanogram levels. sodium azide as preservative.

g

A t umber of metabolites are found in urine following ad. 3. Positive Reference Control (Benzoylecgonine);
ministration of cocaine. Since the number and proportion 1 vial Positive Reference Control containing 300 ng ben-
of these metabolites vary with each subject, the results are zoylecgoninelmL (as free base)in phosphate butfered
cxpressed in terms of equivalents of benzoyleegonine per saline containing urea, creatinine, and FD&C yellow #5

e mL, A rapid, simple procedure, the test can be adapted to with 0.2% sodium azide as preservative,
s / cutomated processes and meets the requirements for 4. Normal Reference Control (Benzoyleegonine):

large. or small scale screening. 1 vial Normal Reforence Control consisting of phosphate
buffered saline containing urea, creatinine and FD&C
yellow #5 with 0.2% sodium azide as preservative.

5.Second Antibody Reagent (Donkey):
The Abuscreen Radioimmunoassay for Cocaine 1 bottle anti goat immunoglobulin serum (donkey) in
Metabolite provides only a preliminary analytical test phosphate butfered saline containing 4% polyethylene
result. A more specific alternate chemical method must glycol, FD&C yellow #5, and FD&C blue #1 with 0.1%
be used in order to obtain a confirmed analytical result, sodium azide as preservative.
Gas chromatographylmass spectrometry (GC/MS) is the RW h mR@h m WW h%preferred confirmatory method. Clinical consideration

Metabolite 2500 Test Kit contains in addition to the above:and professional judgement should be applied to any
W BowleMdrug of abuse test result, particularly when preliminary 1 vial of low Control containing 150 ng benzoylec-positive results are used.

goninelmL (as free base)in phosphate buffered saline
containing urea, creatinine and FD&C yellow #5 with
0.2% codium azide as preservative.

PRINCIPLES OF PROCEDURE: 7. High Control (Benzoylocgonine):
The Abuscreen Radiolmmunoassay for Cocaine Metabo- 1 vial of High Control containing 600 ng benzoylec-
lite is based upon the competitive binding to antibody of goninolmL (as free base)in phosphate bu"ered saline
*l radiolabeled antigen and unlabeled antigen,in propor- containing urea, creatinine and FD&C yellow #5 with
tion to their concentrations in the reaction mixture.H 0.2% sodium azide as preservative.
An unknown specimen is mixed in a test tube with fixed
cmounts of benzoylecgonine antibody and radiolabeled an-
ligen. Antigen present in a patient sample competes with
labeled antigen for the limited antibody present. After WARNINGS AND PRECAUTIONS:
precipitation of the antigen antibody complex with a sec. For in V/tro Diagnostic Use.
ond antibody reagent and centrifugation, the tubes are 1.This radioactive material may be received, acquired, i

', decanted, drained, blotted, and the pe!Iets containing possessed and used only by physiclans, clinical
I

. bound antigen are counted in a gamma scintillation laboratories or hospitals, and only for in vitro clinical or !

counter. Sample CPM values equal to or less than the CPM laboratory tests not involving Internal or external ad- <

value of the positive reference control are indicative of the ministration of the material, or the radiation therefrom, |
presence of cocaine metabolites in the urine specimen. A to human beings or animals. Its receipt, acquisition, |
reference control level of 300 ng benzoylecgoninelmL is possession, use and transfer are subject to the regula- !

supplied for use as a cut off value for detection of abuse. tions and a general license or specific license, of the

_ w
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1. APPLICATION ATTACHED
APPLI C A:4T /LIC F NS EE : HOFFMANU-LA ROCHE, INC.

.O RECEIVED DATE: $80226
DOCKET 90: 3305515
CONTROL.NO.: 10 Sl+ 71

.Q' LICEt45E NO.: 29-0001E-06G
ACTION TYPE: RENEWAL

FEEATTACHE~pQ~ 2.
AMOUNT: - ~.

CHECK ND.: ./S$.
.O

3. COMME:4TS
- /

'Q, SIGNED ... V f /,,, ,, ,3

9 ATE ........[[
..,...

. . . . . , . .

O B. LICENSE FET MANAGEMENT ?WAUCH (CHECK W H E tl MILLSTONE 03 IS ENTEREU /.

.h.h....1. FEE C A1EGORY AND A M 00 tit : n . . . . . . . . . . . . . . . . . . . . . , , ,

O-
2. CORRECT PEE PAID. APPLICATION MAY LE PROCESSED FOR:

AMEN? MENT

::- ::::::::530 R E Nu ^t
LICEN5E ,,.......... ..
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