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May 12,1989

i,,

Material Licensing Section ;

U.S. Nuclear Regulatory Commission '

Region !
631 Park Avenue
l'ing of Prussia,PA 19406

Dear Sir / Madam:

I am contacting you at this time to notify you of our need to amend our
byproduct material license. The license in question was issued to Serono
Laboratories, Inc. on July 14,1987 (License No. 20-28040-01, Docket No.
030-30029, Control No. 107287).

An amendment to the above license was requested in a letter dated
September 19,1988. An amendment (Amendment No. 01, Control No.
109673) was issued in November 1988. Therefore, this letter represents our
second request for an amendment to our byproduct license.

I would greatly appreciate itif you could expedite the processing of this

| byproduct material license amendment request as our need at this time is
urgent.

| Piease find enclosed $ 120.00 as payment for an amendment to a byproduct
license under category 3M (10 CFR Part 170).

;

The amendment to Serono Laboratortes existing byproductlicense shall

). include the following which are attachments to NRC Form 313:

__
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3erono Laboratories, Inc. Page 2 of 5 !
L Application for Amendment to License # 20-28040-01
'

May 12,1989
:

.

Section 5) RADIOACTIVE MATERI AL-

Inclusion of the following radioactive compounds in addition to !

the one stated (125-1) in our original application for
license approval.

.

L

Element and Chemical and/or Maximum Amount ;

l Mass Number Physical Form Which Will Be
Possessed At Any

One Time

'

Tritium H-3 Any 25 mci
(Hydrogen -3) -

Carbon C-14 Any 25 mci

Sulfur S-35 Any 25 mci

Phosphorous P-32 Any 25 mci

Unquenched Stds.

Tritium H-3 Toluene < 0.2 uCi

Carbon C-14 Toluene - < 0.1 uti

i

The unquenched standards listed above (H-3 and C-14) are argon-
purged and flame-sealed in glass ampulos made from low activity
borosilicate glass. These standards will be used for verification of
instrument performance.

l
l

|
|
'

_
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5erono Laboratories, Inc. Page 3 of 6
Application for Amendment to License * 20-20040-01
May 12,1989

Section 6) PURPOSE (S) FOR WHICH LICENFED MATERI AL WILL BE USED:

Items and quantities listed above will be used for research,
development, laboratory analysis and storage of licensed
material pursuant to the items and conditions of the license
issued by the NRC.

NOTE: Licensed materials will not be used in or on human
beings nor will licensed materials be used for purposes of
animal research of any Idnd.

The above listed radioactive compounds will be utilized by the
Protein Chemistry Group to perform metabolic labelling
experiments and immunoassays. Each of these experiments will
require the use of approximately 50 - 100 uCi of radioactive
material (Refer to listin Section 5). Metabolic labelling
experiments will be performed in a Baker Model BC-4, Class II,
Type BZ, Biological Safety Cabinet with 100% exhaust capacity of
492 cubic feet per minute ducted to the outside. This particular
laminar flow hood is being utilized as the experiments
performed must be conducted under sterile conditions. The5e
labelled oligosaccharides will be analyzed using various
analytical instruments and methods. The Protein Chemistry
Group may also use a Fisher Contempra Safety-Flow, Epoxy-
Lined, By-Pass Fume Hood in addition to the Baker Hood listed
above.

In addition, Phosphorous-32 will also be utilized by the Quality
Control Group to perform Reverse Transcriptase Activity
Testing. This assay is useful for the detection of retrovirus
production by cultured cells. The assay quantitates the

"

# incorporation of radiolabeled nucleotides into DNA that can be
bound to DEAE paper. If retrovirus is presentin the test article,
radiolabeled nucleotides incorporate into DNA which is copied
from a viral template. If reverse transcriptase activity is not
present in the test article, synthesis will not occur, and no

_. _
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Serono Laboratories,Itsc. Page 4 of 8 j
Application for Amendment to License * 20-28040-01 '

May 12,1989 j
!,

labeled DNA should bind to the DEAE paper. Each assay will i

require the use of approximately 25 uCi of radioactive material
(P-32). ;

Laboratory personnel in both departments will utilize
radiolabeled nucleotides, proteins and antigens in various ;

analytical test methods. Such testing may include methods such
as: tmmunoradiometric assays, hybridization assays, and a
variety of radiochemical electrophoresis methods (i.e., Western
blotting).

All test procedures involving the use of any radioactive
compounds will be conducted by trained laboratory personnel
only within restricted laboratory areas.

Section 7) INDIVIDUAL (S) RESPONSIBLE FOR RADI ATION SAFETY
PROGRAM AND THEIR TRAINING AND EXPERIENCE:

Maureen A. McLaughlin (Quality Control Manager /RS0) will
continue to be responsible for the overall Radiation Safety
Program.

Susan J. Monahan will act as the Radiation Safety Assistant with!

regards to training issues and general radiation safoty activities
(waste management, surveying / monitoring, maintenance of
radioactive material acquisition logbook, equipment
calibrations, etc.).

Please find attached her resume listing relevant past
experience. Reder % aka ckme nt s A -14 A -2 !

|

|

|

.
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Serono Laboratories, Inc. Page 5 of 8 ,

- Appilcation for Amendment to License * 20-26040-01 !

May 12,1969 |
:

|

Section 6) TRAINING FOR INDIVIDUALS WOREING IN OR FREOUENTTING
RESTRICTED AREAS-

Individuals who will be working with radioactive materials
and /or individuals who frequent " restricted" areas will -

undergo general radiation safety training as outlined in Serono <

Laboratories' original Byproduct Material License Application as
well as any additional training specific to a particular test
procedure as deemed necessary by the Radiation Safety Officer
and Department Supervisor. Training records will be
maintained by the Radiation Safety Department for each
individualin question.

,

Section 9) FACILITIES AND EOUIPMENT: i

1) Facilities:

The layout of the facility (76 Pacella Park Drive - Randolph,
MA) has remained relatively the same with the following
exceptions:

,

'
A) Additional offices have been added.

B) A new Quality Control Laboratory has been added. (Q .( . LA6 M.

Please see attached diagram. ( A guv e a g

--- . - . - . .
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serono t.aboratories, Inc. Page oof5
Application for Amendment to License * 20-26040-01 ,

May 12,1989 !

F

To date use of radioactive materials has been restricted to
Quality Control Lab I as stated in our original license
application. We would like to amend our license to include the
following 'rostricted area' laboratory locations: i

.
'

Quality Control Lab 11

!
Protein Purification / Protein Chemistry 1.ab (

These " restricted areas" will be equipped with lxking devices
to restrict access by unauthorized personnel. In addition,
activities involving the use of radioactive materials will be
segregated within these ' restricted laboratory areas in order to
guard against the spread of contamination within each :

laboratory. " Restricted areas' are designated in ' red' on the
attached diagram.

We would also llte to include Cold room 11 for additional cold
storage of these licensed materials. Areas to be used for cold
storage are designated in ' yellow' on the attached diagram.

:

Our " Radioactive Waste Storage Room"is scheduled to be
relocated This room will be located in a general warehouse
area and is designated in blue' on the attached diagram.

11) Equipment:

The following equipment / supplies will be purchased and
utilized in addition to our existing list of radiation
protection / detection devices:

a) Baker Model BC-4, Class I1, Type B2, Biological
Safety Cabinet with 100% exhaust capacity of 492
cfm ducted to the outside.

P

>

(.
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Serono Laboratories, Inc. Page 7 of 6
Application for Amendment to License " 20-228040-01
May 12,1989

b) Fisher Contempra Safety-Flow, Epoxy-Lined, By-Pass
Fume Hood.

c) Packard MinaxiB TRI-CARB 4000 Series Liquid
Scintillation Counter,

d) Beta shielding constructed of 3/8" transparent acrylic
to provide maximum protection from B-emitting
radionuclides,

e) Additional waste containers will be supplied for
segregation of absorbed liquid and solid waste.

General Supplies:

g) Assorted disposable lab supplies will be used,i.e.,
syringes, petri dishes, 96-well microtiter plates, test
tubes, etc. These materials will be disposed of as solid
contaminated waste by a licensed radioactive waste
disposal firm.

Section 10) RADIATION SAFETY PROGRAM-

Serono Laboratories, Inc. will continue to operate under the
general rules and regulations pertaining to acquisition, handling.
storage and disposal of radioactive materials as outilned in their

.

original Byproduct Material License Application. This will alsoL

| include instruction to personnel pertaining to general safety
| issues as well as posting of relevant documents in order to

comply with Code of Federal Regulations, Title 10, Part '19 -
" Notices, Instructions, and Reports to Workers; Inspections."

i-
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L serono 1.aboratories, Inc. Page6or6
Application for Amendment to License * 20-28040-01

'

May 12,1989

Section 11) WASTE MANAGEMENT:

Serono Laboratories, Inc. Will retain the services of U.S. Ecology,
Inc. as our licensed waste disposal firm. All radioactive waste
will be disposed of in accordance with NRC/U.S. Ecology rules
and regulations.

U. S. Ecology, Inc.
9200 Shelbyville Road
Suite 526
P.O. Box 7246
Louisville, Kentucky 40207
(502) 426-7160
Generator * MAR 99-002-5504

If you should require any additionalinformation regarding this amendment
request, please feel free to contact me at (617) 963-8154 extension 425
during working hours.

Thank you very much in advance for you cooperation and assistance in this
matter.

Sincerely,

fdutfL k kGb
Maureen A.McLaughlin
Quality Centrol Manager /RSO

k

,

he mes
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Serono Laboratories, Inc. Attachment A - 1
Application for Amendment to License * 20-28040-01
May 12,1989

As stated in Serono Laboratories original Application for License Approval
(dated 10/85) an individual would be chosen to assist the RSO in handling
routine radiation safety functions and would act as a back-up RSO in the
eventof the acting RSO's absence. Susan J. Monahan will act as the Assistant
to the Radiation Safety Officer,in conjunction with her duties as Quality
Control Scientist. She is trained and experienced in radiation protection and
in the use and handling of radioactive materials.

She has been employed by Serono Laboratories,Inc. from September 1988
to present in the role of Quality control Scientist.

Her background / experience includes:
* Protein fodinations

Radioimmunoassay techniques*

Receiving and handling radioactive compounds*

Radioactive decontamination procedures*

Instruction in Radiation Safety Procedures*
| * Storage and disposal of radioa tive materials

Research and development projects involving radioactive|
*

| compounds

|

|

.
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SUSAN J. WONAHAN |
56 Goldencrest Avenue |
Waltham, MA 02154 |

r

EDUCATION Springfleid College, Springfleid, MA
B.S. Biology, 1983

EXPERIENCE Beth Israel Hospital, Olvision of Gastroenterology ;

December 1985 - Boston, Massachusetts :

Present Research Technician analyzing the physlological
significance of gastrointestinal peptides. Study methods
include rat antral mucosal tissue culture, affinity
chromatography, column characterization, radio-
Immunoassay, radioactive labelling of such peptides and
their purification by lon-exchange and gel
chromatography.

May 1986 - Study Coordinator (Beth Israel as a center) for a nation-
Present wide multicenter clinical trial sponsored by a private.

corporation. Responsibilltles include patient screening,
scheduling of follow-up visits, compiling data,
dispensing of study medication and Instructing patients
on their particular regimen.

March 1984 - Cambridge Medical Olagnostics, Inc.
November 1985 Billerica, Massachusetts

Production Supervisor providing supervision and
instruction to laboratory technicians responsible for the
manufacture of radiolmmunoassay kit components.
Responsible for document revision to meet governmental
guidelines.

Research and Development Techniclan involved in new
product development, speelfically coated tube
radloimmunoassay technology.

Production Techniclan responsible for the manufacture of
radioimmunoassay kit components. Duties include the
radicactive labelling of hormones as well as their
purification by such methods as HPLC, TLC and Llauld
Phase Column Chromatography.

( VOLUNTEER Baystate Medical Center

/ December 1981 Springfleid, Massachusetts
Observed technicians in microbiology and hematology
laboratories,

c _ _ _ _ _ _ _ _ _

~
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