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the enzyme centerinc.
33 Harnson Avenue * Boston, M A 02111

Tel. (617) 482 7123

August 13, 1982

U.S. Nuclear Regulatory Corsaission
Material Licensing Branch
Division of Fuel Cycle and

Material Safety
|Washington, D.C. 20555
|

Attn: Mr. J. Bruce Carrico

Dear Mr. Carrico:

The Enzyme Center, Inc. hereby requests an amendment to license
20-19976-OlG to authorize distribution of the Methotrexate Radioassay |

No.

1251 Kit to persons or organizations that are specifically licensed I

by the NRC or agreement states. Enclosed are copies of the Precautions
and Proper Handling Methods page for the instruction manual that will
replace the page previously authorized for distribution to general |licensees. Enclosed also are copies of the labels that will be
affixed to packages to be distributed to specific licensees.

A check for $230.00 for a mndment of the license under section
3G of Part 170 is also enclosed.

Please do not hesitate to contact the undersigned or F. X Masse
at 617-245-6600 if additional information is required.

Yours truly,

Stanley E. Charm, ScD.
President

Enclosures

SEC/dg

8801250060 870604
REG 1 LIC30
20-19976-01G PDR
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33 Hanison Avenue * Boston, MA o2I11
Tel. (617) 482 7123

October 1, 1982,

U.S. Nuclear Regulatory Comission -

Radioisotope Licensing Branch
Division of Fuel Cycle and Material Safety
Washington, D.C. 20555

.

Gentlemen:

Enzyme Center Inc. hereby requests an amendment to license Nos.
20-19976-02 and 20-19976-01G to cover the expansion of its operations
into an additional facility in Malden, Massachusetts. At this time,
the only phase of the operation to be conducted at this new location
will be the storaqe of the packaged radionuclides which are ready for
distribution, and the actual distribution. The packaging of the radio-
nuclide and all the radionuclide handling in the production program will
continue to be conducted at 33 Harrison Avenue, Boston.

Attached is a floor plan of the new facilities at 36 Franklin
Street, Malden Massachusetts. The building is a one story brick structure,
which is owned and occupied by Penicillin Assays Inc., a sister corpora- |tion that shares both 33 Harrison Avenue facilities and management per-

;sonnel with the Enzyme Center Inc. Radionuclides which have been pro- I

cessed and packaged for shipment in accordance with descriptions provided )earlier in support of the original application for these licenses will I

be transported from Boston to Malden either in company vehicles or by
comon carrier. Such packages will be prepared in accordance with DOT
regulations. Prepackaged radionuclides will be stored in locked refri-

|geration units in Area 2 of the Malden facility until released for dis-
|tribution under the distribution plan described in support of the earlier
|applications. Inventory records of all material transferred to and
|

shipped from the Malden facility will be permanently maintained. '

Further amendment to this license will probably be requested when
a decision is made regarding the development of full manufacturing fa-
cilities at Malden. At that time, details of the laboratory and manu-
facturing facilities will be provided. Meanwhile, we urgently need the
expansion space provided by transfer of the storage and shipping opera-
tion to Malden and would greatly appreciate the expeditious issuance of
a limited amendment allowing the transfer of only that segment of our
operation.

Enzymes, Diagnostic Reagents and Kits
|


