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. l. Amendment No. 07 -
8 (11. Continued) CONDITIONS
] B. The Radiation Safety Officer for this license is Ellen M. Essigmann, Ph.D.
12. The licensee shall not use licensed material in or on human beings or in field
applications where activity is released except as provided otherwise by specific
conditicn of this license.

13. Experimental animals administered licensed materials or there products shall not be
used for human consumption,
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14. The licensee may transport licensed material in acgordance with the provisions of 10
CFR Part 71, "Packaging and Transportation of Radioactive Material”,
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15. The licensee is authorized to hold radioactive material with a physical half-1ife of |
less than 65 days for decay-in-storage before disposal in erdinary trash provided:

minimum of 10 half-1lives,
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B, Before dispesal as normal waste, radipactive waste shall be surveyed to
determine that its radioactivity cannot be distinguished from background. A1l
radiation labels shall be removed or obifterated.
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A. Radivactive waste to be disposed of in this manner shall be held for decay a !
16, Except as specifically provided otherwise in this license, the licensee shall conduct;'
| its program in accordance with the statements, representations, and procedures I
' contained in the documents including an{ enclosures, listed below. The Nuclear
. Regulatory Commission’s regulations shall goverp unless the statements, '
) representations and procedures in the licensee's application and correspondence are
|
l

more restrictive than the regulations,

Application dated November 19, 1984
Letter dated February 7, 1985
Letter dated December 2, 1988
Application dated January 17, 1990
Letter dated May 4, 1990

Letter dated April 17 1992

Lettar dated July 9, 1992

Letter dated August 14, 1992
letter dated September 18, 1992
Lletter dated September 24, 1992
Letter dated November 24, 1992

»
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For the U.S. Nuclear Regulatory Commissicn
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3 FRC S : B NucTear Materials Safety Cranch

Region 1 ’
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DEC 272 1992

License No. 20-20783-01
Docket No, 030.22069
Control No. 117470

T Cell Sciences, Incorporated

ATTN: Patrick C. Kung, Ph.D.
Executive Vice President

3% Sidney Street

Cambridge, Massachusetts 02139

Dear Dr. Kung:
Please find enclosed an amendment to your NRC Material License.

Please review the enclosed document carefully and be sure that you understand all conditions.
If there are any errors or questions, please notify the Region 1 Material Licensing Section,
(215) 337-5003, so that we can provide appropriate corrections and answers,

Picase be advised that you must conduct your program involving licensed radioactive
materials in accordance with the conditions of your NRC license, representations made in
your hicense application, and NRC regulations. In particular, please note the items in the
enclosed, "Requirements for Materials Licensees.”

Since serious consequences to employees and the public can result from failure to comply
with NRC requirements, the NRC expects licensees to pay meticulous attention to detail and
to achier the high standard of compliance which the NRC expects of its licensees.

You will be periodically inspected by NRC. A fee may be charged for inspections in
accordance with 10 CFR Part 170, Failure to conduct your program safely and in
accordance with NRC regulations, license conditions, and representations made in your
heense application and supplemental correspondence with NRC will result in prompt and
vigorous enforcement action against you, This could include issuance of a notice of
violation, or in case of serious violations, an imposition of a civil penalty or an order
suspending, modifying or revoking your license as specified in the Genera! Policy and
Procedures for NRC Enforcement Actions, 10 CFR Pant 2, Appendix C.

OFFICIAL RECORD COPY - G:\WPS\MLTR\L2020783.01 - 12/09/92
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T Cell Sciences, Inc, -2

We wish you success in operating a safe and effective licensed program

Sincerely,
Orimnal Rienad o
vite U Kinnemasy

" 0 K. Kinneman, Chief

Research Development &

Decommissioning Section

Division of Radiation Safety
and Safeguards

Enclosures
1. Amendment No, 07
2. Requirements for Materials Licensees
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November 24, 1992

Tara Weidner

Mail Control No. 116503

United States Nuclear Regulatory Commission, Region 1
Nuclear Materials Safety Section B

47% Allendale Road

King of Prussia, Pennsylvania 19406

RE: Amendments to License No. 20-20783-01 and 20 20783=02
Dear Ms. Weidner:

As we discussed by telephone last week, Denise Aronson, our current
R8O has resigned from T Cell Sciences, Inc. effective November 16.
This letter constitutes a request for amendmei*s to Materials
License 20~20783-01 and Irradiator License 20-.0783-02. The
requested changes are that the Radiation Safety Officer named on

our licenses be changed from Denise Aronson to Ellen M. Essigmann.
1 am also requesting that this amendment be evaluated on an
expedited approval basis. A check for the amount of $9%40 is
enclosed, the fee for the processing of these amendments.

A summary of my training and experience, as it relates to work with
radioisotopes, is attached along with a copy of my curriculum
vitae., Please note that I have held the positions of Assistant
Radiation Safety Officer and Radiation Safety Officer at a previous
place of employment, As Chairman of the Safety Committee at T Cell
gciences, Inc., 1 worked closely with the previous RSO, Jerry
Carson, on matters relating to comnliance with NRC requirements.

In addition, I supervised Denise Aronson,
Safety Officer, for a period of two years.

the current Radiation

Please let me know if you require any additional information

regarding my training and experience. Thank _yQu. Lok your—
assistance in this matter. 100 £ b6 ol mo omus —memmn
F'A"~ffﬁf""§3f_;‘6~-—
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Ellen M, Essigmann, Ph.D, Date Sheek Racd_(LLTANE —nee ¢
Associate Director, Regulatory Affairs Dste Compintad _gt_awu—-——v!J
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T Cell Sciences, Inc. 38 Sidn¢ Street  Cambridge, MA 02139-4135 USA  617-621-1400
Telex 9102401560 Telefax 1-617-621-1420
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RELEVANT EXFERIENCE WITH RADIOIBOTOPES:

Ellen M. Essigmann, Associate Director, Regulatory Affairs

and Chairman, Safety Committee

Massachusetts Institute of Technology: 1976 -~ 1980

Training -

Received MIT general radiation safety orientation and on job
training in wuse of radioisotopes, autoradiography and
radiometric techniques. Course materials covered the
following areas:
principles and practices of radiation protection;
N biological effects of radiation;
' written procedures for routine and emergency
operations; and
NRC license requirements and relevant NRC

regulations.

Work experience -
Worked with *H, “¢ from 1977 = 1980,

Possessed quantities of up to 150 mCi,

Pars Pharmaceuiical Laboratories, Inc.: 1980 - 1986
Training -

Received general radic. ‘.n safety orientation and on job
training in use of radioisotopes. Course materials covered
the following areas:
) princip.es and practices of radiation protection:
; biologi :al effects of radiation:
written procedures for routine and emergency
coperatins; and
NRC l.cense requirements and relevant NRC
regulations.

Work experience -

Worked with "¢, * and "®I from 1980 to 1986. Possessed
gquantities of up to 200 mCi.

study Director for weekly evaluations of '®I-labeled
fibrinogen which included rabbit blood clearance assays,
rarbit pyrogen tests and general safety tests conducted in
mice and guinea pig.

Wrote a comprehensive set of in-house standard operating
procedures for the safe handling of radioisotopes and for work
involving animal injections with radioisotopes.

1



Assistant Radiation BSafety Officer, from 1982 to 1983, with
responsibility for wipe testing, radiation waste management
and manifesting.

Radiation Safety Officer from 1983 to 19586,

T Cell Beiences, Inc.: 1987 - present

Work Experience -

Chairman of Safety Committee from 1987 to present.

Supervised Assistant Radiation Safety Officer and Safety
Officer from 1990 to puvesent.

Assisted Radiation Safety Officers in matters of NRC
compl iance and employee safety, from 1987 to present.



CURRICULUM VITAE

ELLEN M. ESSIGMANN
15 Thatcher Street
Brookline, Massachusetts 02146
617 566-3886

ERUCATION:

Phb 1980 Massachusetts Institute of Technology,
Department of Applied Biological Sclences
Major fleld: Blochemistry and Metabolism
Minor field: Experimental Animal Pathology
MS 1974 Northeastern University, Department of Blology
BS 1970 Northeastern University, Department of Biology
Major field: Biology
Minor field: Chemistry

PROFESSIONAL EXPERIENCE:

1987 to Present: Assoclate Director/Director of Regulatory Affairs and Chairman,
Safety Committee; T Cell Sciences, Inc., Cambridge, Massachusetts

Established and directed a regulatory affalrs department. Department
responsibilities included company regulatory compliance, FDA documentation and
submissions, clinical research, &nd employee health and safety.

1985 io 1986: Vice President of Clinical and Regulatory Affairs, H. G. Pars
Pharmaceutical Laboratories, Inc., Cambridge, Massachusetts

Established and directed a new Regulatory and Clinical Affairs Department |
consisting of seven full time employees. Department’'s responsibilities included
regulatory compliance, FDA documentation and submissions, and clinical

research. '

Routinely prepared long ranpge development programs (preclinical and clinlcal
research, regulatory affairs) for company drugs, including finanecial
projections,

Identified qualified Principal Investigators and performed pre~investigation
visits. Established a team of clinical researnh scientists for monltoring of
planned studies.

Prepared and initiated a large Phase 1 and 11 U.§. clinical program for the

development of oral and parenteral forms of a wmixed agonist/antagonist
analgesic.
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Project Director for preparation of New Drug Application for Delta=9-THC for
use as &n antiemetic for nausea and vomiting secendary to treatment with cancer
chemotherapeutic agents.

Direct responsibllity for preparation of preclinical overview and for
individual summaries of animal pharmacolegy and toxicology studies,

Supervised a Data Management Specialist in developing and previding support
services for the department and the company.

1983 (November) to 1985 (Janusry): Director of Clinical Pharmacology, H. G. Pars
Pharmaceutical Laboratories. Inc.

Supervised clinical research program for in-house drug candidates,
Responsibilitlies Included maintenance of INDs for all Pars drugs: preparation
and filing of INDs, IND supplements, safety reports and annual reports to the
FDA.

Overall respensibility for sponsoring new elinical investigationg (protocel and
case report form design, selection and evaluation of prospective investigators
and Investigation sites) and monitoring and reporting of trials. Drafting and
revision of Investigator Brochures,

Wrote a comprehensive set of standard operating procedures for the sponsoring
and monitoring of clinical investigations, reporting of adverse events and
documentation of manufacture and disposition of clinical supplies according to
Good Clinical Practice guidelines and regulations,

1983 (November) to 1985 (January): Acting Director of Preclinical Pharmacology, H. G.
Pars Pharmaceutical Laboratories, Inc.

Supervised the couwpletion and reporting of & §50,000 Phase 1 Small Business
Innovation Research (SBIR) program designed to select a candidate analgesic for
further developmwent, Research included performance of primary dependence assays
and screens for antinociceptive and CNS activity. Responsible for preparation
of a two year Phase 11 SBIR proposal for the development of the selected
analgesic. The proposal was awarded $500,000 over two years by the National
Institute for Ceneral Medical Scisnces. Acted as overall project director for
this development program. Directly supervised design and reporting of
preclinical research aspects of this program,

Project director for a $50,000 SBIR preject designed to select a leading
candidate for development as an antihypertensive agent., Supervised six-month
evaluation of four compounds for antihypertensive and CNS activity,

Principal Investigator for a $50,000 Phase 1 SBIR project designed to evaluate
the chaline-deficient rat model for use as a bloassay for identifying potential
chemical carcinogens,

Supervised preclinical research conducted on & cannabinoid antiglaucoma drug
candidate, including: use of ocular normotensive and ocular hypertensive
rabbits for determining the wechanism of action of the compound; use of ocular
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nurmotensive rabbits in the conduct of bivequivelence assays and ccular
irritation assesswents for various formulations of the comPound,

1983 to 1985 (Jawuary): Director of Toxicolegy, H, €. Pars Pharmaceutical
Laborateries, Inc,

Supervised the Manager of Toxicology in the operation of the Toxicology
Department . Interacted with sponsors during preinvestigational stage of
studles. Held cverall responsibility for the sclentifle Integrity of protecols
and reports. Interacted with Quallty Assurance Officer to ensure adequate
compliance of department with relevant state and federal regulations.

1983 to 1986: Additional Experience, H. G. Pars Pharmaceutical Laboratories, Inc.

Drug Enforcement Administration (UEA) Officer. Overall responsibility for
assuring that research quantities of Schedule 1 to V substances were handled in
compliance with federal regulations.

Radiation Safety Officer. Hesponsible for assuring that radloisotopes utllized
In resenrch and safety assays were handled and disposed of In compliance with
state and federal regulations. Wrote & comprehensive set of in-house standard
operating procedures for the safe handling ef radlolsotopes.

Chafrman of Aniwal Welfare Committee. Responsible for assucing that animals
were handled and cared for in compllance with the Animal Welfare Act and
relevant NIH USDA, and Massachusetts Department of Public Health regulations,
Directed the Supervisor of Animal Husbandry. Obtained and maintained AAALAC
scereditation during this period,

1980 to 1983: Senlor Toxicologist, Sisa Toxicological Laboratories, Inc, (A wholly
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owned subsidlary of H.G Pars Pharmaceutical Laboratories, Inc.)

Project Coordinator and Study Director on acute, sub~chronic, and reproeductive
toxicity studies. Responsibilitles included involvement at virtually every
stage of the toxicity assessment of chemicals, pharmaceuticals and clinical
diagnostic agents. This {nvolved direct interaction with cllents and, when
necessary, regulatory officials. During the course of texlelty evaluations,
responsibilities included supervision of technical personnel, direct
{mplementation of some facets of experimental procedures, assurance of
compliance with protocol requirements and GLP/CMP regulations, evaluation of
interim results, and llaison with both c¢lient and in-house departments (i.e.
Quality Assurvance, Clinical Pathology, Histopathology and Analytical
Chemistry) . After study completion, duties included compilation and statistical
analysis of data, interpretation of results and preparation of final reports.

Other majur responsibilities included: staff training; preparation of project
cost analyses; preparation of Drug Master Files for FDA submission; preparation
of preclinical toxicology sections of IND applications; and preparation of
in~house standa.d operating procedures for Animal Welfare, handling of
hazardous substances and performance of sub--acute and sub-chronic safety
studies.
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