. CITY COUNCIL # #116-23

CITY OF NEWTON - - S

DOCKET REQUEST FORM

DEADLINE NOTICE: Council Rules require items to be docketed with the Clerk of the Council NO
LATER THAN 7:45 P.M. ON THE MONDAY PRIOR TO A FULL COUNCIL MEETING.

To: Clerk of the City Council Date: 03/21]2025

From (Docketer):_Council President Susan Albright

Address:

Phone: E-mail:

Additional sponsors:

1.

2.

3.

4.

Please docket the following item (it will be edited for length if necessary):

PRESIDENT ALBRIGHT reappointing Gary C. du Moulin, 24 Myerson Lane, Newton Centre, as a
member of the Biosafety Committee for a term of office to expire on May 4, 2026.

The purpose and intended outcome of this item is:

[] Fact-finding & discussion [] Ordinance change

[C] Appropriation, transfer, [] Resolution

[C] Expenditure, or bond authorization ] License or renewal

] Special permit, site plan approval, X] Appointment confirmation
[] Zone change (public hearing required) [] Other:

I recommend that this item be assigned to the following committees:

X] Programs & Services [] Finance [] Real Property
[C] Zoning & Planning [] Public Safety [] Special Committee
[] Public Facilities [] Land Use ] No Opinion

This item should be taken up in committee:

(] Immediately (Emergency only, please). Please state nature of emergency:

[[] As soon as possible, preferably within a month

[] In due course, at discretion of Committee Chair

[] When certain materials are made available, as noted in 7 & 8 on reverse
[] Following public hearing

PLEASE FILL OUT BOTH SIDES
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5. Iestimate that consideration of this item will require approximately: s
X} One half hour or less [] Up to one hour
[] More than one hour [] An entire meeting
[] More than one meeting [] Extended deliberation by subcommittee

6. The following people should be notified and asked to attend deliberations on this item. (Please check
those with whom you have already discussed the issue, especially relevant Department Heads):

City personnel Citizens (include telephone numbers/email please)

OO0O000gaad
I I R A

[

7. The following background materials and/or drafts should be obtained or prepared by the Clerk’s office
prior to scheduling this item for discussion:

8. I[]haveor[]intend to provide additional materials and/or undertake the following research
independently prior to scheduling the item for discussion. *

(*Note to docketer: Please provide any additional materials beyond the foregoing to the Clerk’s office by 2
p-m. on Friday before the upcoming Committee meeting when the item is scheduled to be discussed so that
Councilors have a chance to review all relevant materials before a scheduled discussion.)

Please check the following:

9. [] I would like to discuss this item with the Chairman before any decision is made on how and when to
proceed.

10. [ ] I would like the Clerk’s office to contact me to confirm that this item has been docketed. My
daytime phone number is:

11. [ ] I would like the Clerk’s office to notify me when the Chairman has scheduled the item for
discussion.

Thank you.

/s/Susan Albright
Signature of person docketing the item

[Please retain a copy for your own records]
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NAME

ADDRESS

DATE OF BIRTH

PLACE OF BIRTH

EDUCATION

1969

1971

1980

1982

1984

#116-23

CURRICULUM VITAE

Gary Carl du Moulin
24 Myerson Lane, Newton Centre, MA
October 14, 1947

Belle Harbor, New York

B.S., Norwich University, Northfield, Vermont
M.S., Northeastern University, Boston, Massachusetts

M.P.H., School of Public Health, Boston University School
of Medicine, Boston, Massachusetts

Graduate, The Command and General Staff College,
Ft Leavenworth, Kansas

Ph.D., Boston University School of Medicine,

Division of Graduate Medical Sciences, Boston, MA
(Title of Dissertation: "The Pathophysiology of Gram
Negative Bacillary Sepsis: Multi-organ Responses to
Bacteremic Challenge in a Rat Model of Peritonitis™)

LICENSURE AND CERTIFICATION

1973

1990

Registered Microbiologist, American
Academy of Microbiology, License #937

Director, Laboratory of Cellular Immunology and Cancer
Diagnosis, U.S. Dept of Health and Human Services
CLIA License No. 20-1150
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1992 Regulatory Affairs Certified - Regulatory Affairs
Professional Society - Certificate #562

2001 Tissue Bank Director, Genzyme Biosurgery
ID No. CP097TP019, New York State Department of Health

ACADEMIC APPOINTMENTS

1976-1984 Associate in Anesthesia, Harvard Medical School,
Boston, Massachusetts
1984-1985 Instructor in Anesthesia, Harvard Medical School,
Boston, Massachusetts
1985-1986 Lecturer on Microbiology, Boston University School of Medicine
1985-1989 Assistant Professor of Anesthesia, Harvard Medical
School, Boston, Massachusetts
1990.1991 Adjunct Professor of Chemical Engineering and

Senior Research Fellow, Center for Biotechnology Engineering,
Northeastern University, Boston, Massachusetts

2013-2017 Adjunct Associate Professor of Drug Regulatory Affairs
Massachusetts College of Pharmacy and Health Sciences University
Boston, Massachusetts

PRINCIPAL CLINICAL AND HOSPITAL SERVICE RESPONSIBILITIES

1971- 1973 Captain, U.S. Army, Chief of Microbiology, Womack
Army Hospital, Fort Bragg, North Carolina

1978 - 1989 Director, Anesthesia/Respiratory Therapy Equipment
Assessment Unit, Beth Israel Hospital, Boston, MA

1989 - 1993 Commanding Officer (Colonel), 399th Combat Support Hospital,
U.S. Army Reserve

1993 - 1997 Chief of Staff (Colonel), 804th Medical Brigade,
U.S. Army Reserve
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PRINCIPAL INDUSTRIAL RESPONSIBILITIES

1989-1992

1992-1995

1995-1997

1997- 2000

2000- 2007

2007 — 2014

Director, Quality Assurance / Quality Control,
Cellcor Inc. Newton, MA

Vice President, Quality Assurance / Quality Control,
Cellcor Inc. Newton, MA

Director, Quality Systems
Genzyme Tissue Repair Inc., Cambridge, MA

Senior Director, Quality Systems
Genzyme Tissue Repair Inc., Cambridge, MA

Vice President, Quality Operations
Genzyme Biosurgery, Cambridge, MA

Senior Director Quality, Aseptic Controls
Genzyme (A Sanofi Co), Allston, MA

OTHER PROFESSIONAL POSITIONS

1972-1973

1973-1976

1977-1982

1980

1980

1980

1981

1982-1986

1985

1985-1986

Microbiologist, Venereal Disease Screening Program,

North Carolina Department of Public Health

Research Assistant, Harvard Medical School at the

Beth Israel Hospital, Boston, Massachusetts

Major, 323rd Medical Laboratory, U.S. Army Reserve

Faculty, American Society of Anesthesiologists Regional
Workshop in Hazards and Pitfalls of Anesthesia Equipment,
Chicago, Illinois

Faculty, New York State Society of Anesthesiologists' 34th
Postgraduate Assembly on Anesthesia Technology, New York
Consultant, Tuberculosis Control Division, State of Massachusetts
(Epidemiologic investigation of non-tuberculous mycobacterial
Disease in the State of Massachusetts)

Panel Member, U.S. Environmental Protection Agency Peer
Review Workshop in Microbial Contamination of Water

Arlie House, Virginia

Lieutenant Colonel, Executive Officer, 323rd Medical
Laboratory, U.S. Army Reserve

National Councillor, Northeast Branch, American Society for
Microbiology

Vice President, Northeast Branch, American Society for
Microbiology
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1986-1988 President, Northeast Branch, American Society for
Microbiology
1986-1989 Commanding Officer, 323rd Medical Laboratory,
U.S. Army Reserve
1986 Faculty, "AIDS in the Hospital, Home, and Community,
Advances in Care and Challenges for 1987" Boston, MA
1987 Promoted to Colonel, Medical Service Corps, U.S. Army
1988 Faculty, "International Symposium on Nosocomial

Pneumonia, Nosocomial Infection Control in Intensive
Care" Freiberg, Germany

1988 Faculty, "Waterborne Disease Agents and the Immuno-
compromised - A Public Health Issue?" American Public
Health Association Annual Meeting, Boston, MA

1991 Faculty, International Conference on Nosocomial Infection
Control in Intensive Care, Freiberg, Germany

AWARDS AND HONORS

1969-1971 Northeastern University Tuition Assistantship, Department of Biology,
Northeastern University, Boston, MA

1970 Phi Sigma Honor Society for Biological Research, Northeastern University

1973 Army Commendation Medal

1983 Army Achievement Medal

1987 Board of Fellows, Norwich University, Northfield, VT

1989 Army Commendation Medal with Oak Leaf Cluster

1990 Army Commendation Medal with 2nd Oak Leaf Cluster

1990 Meritorious Service Medal

1992 Expert Field Medical Badge

1993 Meritorious Service Medal with Oak Leaf Cluster

1998 Meritorious Service Medal with 2nd Oak Leaf Cluster

2000 Legion of Merit

MAJOR COMMITTEE ASSIGNMENTS

1972-1973 Infection Control Committee, Womack Army Hospital,
Fort Bragg, NC
1977-1989 Committee on Infection, Beth Israel Hospital, Boston, MA,
1979-1989 Hospital Safety Committee (chairman), Beth Israel Hospital
Boston, MA




1981-1982

1991-1998
1997-2000

1998-2000
2000-2002
2000-present
2006-present

2008-present
2009-present
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Committee on Quality Assurance and Risk Management,

Beth Israel Hospital, Boston, MA

Industrial Advisory Board, Dept. of Biology, Northeastern University
Advisory Panel on Gene and Cell Therapies, United States Pharmacopeia,
Rockville, MD

Editorial Board - Biologics - Regulatory Affairs Focus

Chairman, Editorial Board- Regulatory Affairs Focus

Gene Therapy, Cell Therapy, and Tissue Engineering Expert Committee
United States Pharmacopeia

Chairman, Ad hoc Subcommittee on Fetal Bovine Serum, United States
Pharmacopeia

Editorial Advisory Board — Regenerative Medicine

Alternate Member, Scientific and Medical Research Funding Working Group
California Institute for Regenerative Medicine (CIRM)

PROFESSIONAL SOCIETIES

1971 American Society for Microbiology

1973 American Academy of Microbiology

1977 New York Academy of Sciences

1977 Society of Armed Forces Medical Laboratory Scientists

1981 American Association for the Advancement of Science

1986 American Association of Pathologists

1989 American Society for Quality Control

1989 Regulatory Affairs Professional Society

1992 Cell Transplant Society

1992 Association of Military Surgeons of the United States

2010 Parenteral Drug Association

TEACHING EXPERIENCE

1976-1977 Lecturer, Department of Infectious Diseases,
Children's Hospital Medical Center, Boston, MA

1976-1978 Lecturer, College of Pharmacy and Allied Health
Professions, Northeastern University, Boston, MA

1976-1989 Lecturer, Department of Anesthesia, Beth Israel
Hospital, Boston, MA

1977-1989 Lecturer, Department of Microbiology, Boston University
School of Medicine

1985-1989 Assistant Professor of Anesthesia, Harvard Medical
School, Boston, Massachusetts

2000- 2003 Lecturer, Health Professions and Sciences Program,
Northeastern University, Boston, MA

2013-2017 Adjunct Associate Professor of Drug Regulatory Affairs

Massachusetts College of Pharmacy and Health Sciences University
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PATENTS
Inventors: du Moulin GC, Hedley-Whyte J, Lynch SE
Invention: CA 1114271 - Assay of Gram-Negative Bacteria
Country: Canada
Issued: Dec 15, 1981
Patent owner: President and Fellows of Harvard College
ORIGINAL REPORTS

1. Klick JM, du Moulin GC, Hedley-Whyte J, Teres, D, Bushnell LS,
Feingold, DS: Prevention of Gram-negative bacillary pneumonia using polymyxin
aerosol as prophylaxis. II. Effect on the incidence of pneumonia in seriously ill
patients. J. Clin, Invest. 1975; 55:514-519.

2. Feeley TW, du Moulin GC, Hedley-Whyte J, Bushnell LS, Gilbert JP,
Feingold DS: Aerosol polymyxin and pneumonia in seriously ill patients.
New Eng. J. Med. 1975; 293:471-475.

3. Eichhorn JH, Bancroft ML, Laasberg LH, du Moulin GC, Saubermann
AlJ: Contamination of medical gas and water pipelines in a new hospital building.
Anesthesiology. 1977; 46:286-289.

4, du Moulin GC, Saubermann AJ: The anesthesia machine and circle
system are not likely to be sources of bacterial contamination. Anesthesiology. 1977:
47:353-358.

5. Klick JM, du Moulin GC: An oxygen analyzer as a source of
Psendomonas. Anesthesiology. 1978; 49:80-81.

6. du Moulin GC, Stottmeier KD: Use of cetyl-pyridinium chloride in the
decontamination of water for culture of mycobacteria. Appl. Env. Microbiol. 1978:
36:771-773.

7. du Moulin GC, Dasse P, Miller MC, Friedland G: Staphylococcal
outbreak in an intensive care unit: A narrative account of its management. Heart and
Lung. 1979; 8:94-99.

8. du Moulin GC: Airway colonization by Flavobacterium in an intensive
care unit. J. Clin. Microbiol. 1979;10:155-160.

S. Bancroft ML, du Moulin GC, Hedley-Whyte J: Hazards of hospital
bulk oxygen delivery systems. Anesthesiology. 1980; 52:504-510. (reprinted In
Respiratory Care 1981; 26:339-346.)
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10. du Moulin GC, Doyle GO, MacKay J, Hedley-Whyte J: Bacterial
fouling by of a hospital closed loop cooling system by Pseudomonas sp. J. Clin.
Microbiol. 1981; 13:1060-1065.

11.  du Moulin GC, Paterson DG, Hedley-Whyte J, Lisbon A: Aspiration of
gastric bacteria in antacid - treated patients: A frequent cause of postoperative
colonization of the airway. Lancet. 1982; 1:242-245.

12.  Fleischman RW, du Moulin GC, Esber HJ, Ilievski V, Bogden AE:
Nontuberculous mycobacterial infection in two Rhesus monkeys due to
Mycobacterium intracellulare serotype 10. J. Am. Vet. Med. Assoc. 1982; 181:1358-
1362.

13. duMoulin GC, Lynch SE, Hedley-Whyte J, Broitman SA: Detection of
Gram-negative bacteremia by Limulus amebocyte lysate assay: Evaluation in a rat
model of peritonitis. J. Infect. Dis. 1985;151:148-152.

14.  du Moulin GC, Paterson D, Hedley-Whyte J, Broitman SA: E. coli_
peritonitis and bacteremia cause increased blood-brain barrier permeability. Brain
Research. 1985;340:261-268.

15. du Moulin GC, Sherman IH, Hoaglin DC, Stottmeier, KD:
Mycobacterium avium complex: An emerging pathogen in Massachusetts. J. Clin.
Microbiol. 1985;22: 9-12.

16. du Moulin GC, Skea, WM, Bartolini, BA: Microbiologic assessment of
drinking water potability during brigade operations. Milit. Med. 1986;151:570-573.

17.  du Moulin GC, Coleman EC, Hedley-Whyte J: Bacterial colonization
and endotoxin content of a new renal dialysis water system composed of acrylonitrile
butadiene styrene. Appl. Environ. Microbiol. 1987;53: 1322-1326.

18. Doos WG, du Moulin GC, Jordi H, Orf HW, Seder R, Skea WM.: Field
tests on four state-of-the-art blood chemistry analyzers in a mobile laboratory setting.
Milit. Med. 1988;153: 81-86.

19. Pelletier PA, du Moulin GC, Stottmeier KD: Mycobacteria in public
water supplies: Comparative resistance to chlorine. Microbiol. Sci. 1988; 5:147-148.

20. du Moulin GC, Pelletier PA, Stottmeier KD, Tsang AY, Hedley-Whyte
J: Concentration of Mycobacterium avium by hospital hot water systems. JAMA
1988; 260:1599-1601.
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21. du Moulin GC, Asiaf JR, Cesaro P, Prewandowski KA, Silva CV,
McKeon MM, Koblitz KA: Field evaluations of the Testuria and Selecticult systems
for the in vitro screening of bacteriuria. J. Military Medical Laboratory Science;
1991; 19:196-198.

22. Pelletier PA, Carney EM, du Moulin GC: Comparative resistance of
Mycobacterium avium_complex and other nontuberculous mycobacteria to chloramine.
Proceedings of the Annual Meeting of the American Water Works Association. June
1991.

23. du Moulin GC, Hamilton DL, Price JE, Kosik ZJ, Liu VYS, Osband
ME: Quality assurance and quality control (QA/QC) in Biocare. Autolymphocyte
Therapy as a model. Biopharm 1990; 3:30-35.

24. du Moulin GC, Price JE, Shen YJ, Osband ME: Use of the Limulus_
amebocyte lysate assay (LAL) assay in Living Cell Therapies. Biopharm 1992; 5:32-
37.

25. du Moulin GC, Liu V, Osband ME: Implementation of an effective
program for Quality Assurance and Quality Control in Living Cell Therapies: A two
year experience with Autolymphocyte Therapy. Transplantation Proceedings 1993;
24:2803-2808.

26. du Moulin GC, Stack J, Kruger R, Liu V: Quality Assurance/Quality
Control Compliance Program: A Cellular Therapy Developer's Perspective.
Regulatory Affairs 1993; 5:461-472.

27. du Moulin GC, Stack J, Pitkin Z, et al.: A Review of the Development
and Implementation of a model QA/QC System Supporting the Multisite Delivery of a
Lymphocyte Based Therapy for Renal Cell Carcinoma: A Three Year Experience.
Biotech Bioengineer 1994; 43:693-699.

28. Hamilton D, Goodwin, J, Clarke M, du Moulin, G, et al.: Preliminary
Validation of an activation assay for ex vivo activated T cells utilized in cancer
immunotherapy. Biotech Bioengineer 1994; 43:700-705.

29. du Moulin GC, Pitkin Z, Shen, Y, et al.: Overview of a Quality
Assurance/Quality Control Compliance Program Consistent with FDA Regulations
and Policies for Somatic Cell and Gene Therapies: A Four Year Experience.
Cytotechnology 1994 15:365-372.

30. Montecalvo MA, Forseter G, Tsang AY, du Moulin GC, Wormser GP:
Colonisation of potable water with Mycobacterium avium complex in homes of HIV-
infected patients. Lancet 1994; 313:1639-1640 (letter).




#116-23

31. Slavin, JD, du Moulin GC, Borden, S, Tabaroni, R, DeProspero, D:
Hospital Integrated Lanes Training (HILT): Brigade Directed Implementation of a
Medical Lanes Training Program During Annual Training. Milit. Med. 1994;159:704-
708.

32. du Moulin GC, Haggerty N, Parker WA, Humphrey JC, Tabaroni RF,
Slavin JD: Experiences with Extended Duration Medical Laboratory Support in
Deployable Medical Systems. Milit. Med. 1996; 161: 521-525.

33. Pitkin, Z, Chhugani P, Chenette A, Shen Y, du Moulin GC:
Validation of an Automated Method of Endotoxin Testing for Use in the end product
testing of ex vivo Activated T-lymphocytes used in a Somatic Cell Therapy. Biotech
and Bioengineer. 1996;50:541-547.

34. Morohashi M, du Moulin GC, Barone L, Mayer GL: A Case Report on
Industrialization of Autologous Chondrocyte Implantation in the United States.
Biopharmacology. 1997 ;23:568-571.

35. Mayhew T, Williams GR, Senica MA, Kuniholm G, du Moulin GC:
Validation of a Quality Assurance Program for Autologous Cultured Chondrocyte
Implantation. Tissue Engineering 1998; 4:325-334.

36. du Moulin, GC and Morohashi, M: Development of a regulatory strategy
for the cellular therapies: An American perspective. Materials Science and Engineering
2000; C13:15-17.

37. du Moulin, GC: Some final thoughts. Regulatory Affairs Focus 2002;
7:40.

38. du Moulin GC, Entstrasser, CA, Kielpinski GL: Challenges of quality
assurance and product release in patient specific technologies. Regulatory Affairs Focus
2004; 9:40-42.

39. Kielpinski G, Prinzi S, Duguid J, Price, du Moulin G:
Validation of an automated sterility test method for release of autologous cultured
chondrocytes for implantation. Cytotherapy 2005: 7:531-541.

40. Duguid J, du Moulin G: Automated rapid microbiological
methods for the biopharmaceutical industry : Selection, validation and implementation
for an autologous cell therapy product. Am. Pharm Rev. 2009: 12(3):74-77.

41. Duguid J, Kielpinski G, Seymour B, du Moulin G: Risk assessment for
a rapid mycoplasma test optimized for cell therapy products. Am Pharm Rev. 2009:
12:100-104.
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42, du Moulin GC: Considerations for performing virtual quality audits on
manufacturers of gene therapy viral vectors: An auditor’s perspective during the
COVID-19 public health emergency. Cell & Gene Therapy Insights. 2021:7(2):199-
210.

43. du Moulin GC: Raw and starting materials for cell and gene therapies.
Cell and Gene Therapy Insights. 2021: 8(2), 211-217. (DOI:10.18609/cgti.2022.031.

REVIEWS

1. du Moulin GC, Hedley-Whyte J: A plea for moderation in anesthesia
standards. AORN Journal. 1977; 25:1025-1028.

2. du Moulin GC, O'Brien AP: Pulmonary tuberculosis in surgical patients.
Survey of Anesthesiology. 1978; 22:590-591.

3. du Moulin GC, Hedley-Whyte J: Bacterial interactions between
anesthesiologists, their patients, and equipment. Anesthesiology. 1982; 57:37-41.

4. Hedley-Whyte J, du Moulin GC: The environment of endotracheal tubes
in the colonization of the upper airway and development of pneumonia. Proc.
Workshop on Tracheal Tubes, HFK 310, Bureau of Medical Devices (RC Shupak and
TC Deas, eds.), Silver Spring, Department of Health and Human Services. 1982; 91-
102.

5. du Moulin GC, Hedley-Whyte J: The stomach as a bacterial reservoir;
clinical significance. Int. Med. for the Specialist. 1982; 3:47-55.

6. duMoulin GC, Hedley-Whyte J: Hospital-associated viral infection and
the anesthesiologist. Anesthesiology. 1982; 59:51-65.

7. Bancroft ML, du Moulin GC: Re-evaluating the role of respiratory care
equipment and practices in the prevention of nosocomial pneumonia. Resp. Care.
1983; 28:165-168.

8. du Moulin GC, Paterson D: The clinical relevance of post mortem
microbiologic examination: A review. Human Pathol. 1985;16: 539-548.

9. du Moulin GC, Stottmeier KD: Waterborne mycobacteria: An increasing
threat to health. ASM News 1986;52: 525-529.

10. du Moulin GC, Love W: The value of autopsy microbiology. Clin.
Microbiol. Newsl. 1988; 10:165-167.
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11. du Moulin GC: Minimizing the potential for nosocomial pneumonia:
Architectural, engineering, and environmental considerations for the intensive care
unit. Eur. J. Clin. Microbiol. 1989; 8:69-74.

12. du Moulin GC: Tracheobronchial colonization. Klin. Wochenschr. 1991;
(Suppl XXVII) 69:6-11.

13. Janoschek R, du Moulin GC: Ultraviolet Disinfection in
Biotechnology: Myth vs. Practice. Biopharm 1994; 7: 24-31.

14. Ostrovski S, du Moulin GC: Achieving Compliance in Validation and
Metrology for Gene and Cell Therapy. Biopharm 1995; 8:20-28.

15. Kielpinski G, Kehinde O, Kaplan B, Bonn T, Buxton D, Wescott
M., Arangio A, Duguid J, Thyne, C, du Moulin, GC: Quality Control for ex vivo Cell
Therapy. Biopharm 1997; 10:34-40.

16. Omstead D, Baird L, Christenson L, du Moulin G, Tubo R, Maxted D,
Davis J, Gentile F: Voluntary Guidance for the Development of Tissue-Engineered
Products. Tissue Engineering 1998; 4:239-266.

17. du Moulin GC: The potential and challenges of tissue engineering
activities in the United States. International Technology Research Institute Workshop
on Tissue Engineering Research in the United States. June, 2000.

18. Sentissi A, du Moulin GC: Quality systems for xenotransplantation
products. Regulatory Affairs Focus, 2000; 35-40 (June).

19. du Moulin GC: The challenges and future of cell therapy and tissue
regeneration. Symposium Proceedings, BioJapan 2000, 337-346.

20.  du Moulin, GC: Cell therapy and tissue engineering: An overview.
Bioprocessing Journal 2003;2:17-21.

21. Denoya CD, Colgan ST, du Moulin GC: Alternative microbiological
methods in the pharmaceutical industry. The need for a new microbiology curriculum.
American Pharmaceutical Review 2006; 9:10-18.

22. Duguid J, Balkovic, E, du Moulin GC: Rapid Microbiological Methods:
Where are they now? American Pharmaceutical Review 2011; 13:18-25.
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BOOKS AND MONOGRAPHS

1. du Moulin GC, Lynch SE, Hedley-Whyte J, Broitman SA: The
detection of Gram-negative bacteria in the blood of septic rats by a Limulus
amebocyte lysate assay. In SW Watson, J Levin, TJ Novitsky (eds.), Detection of

Bacterial Endotoxins with the Limulus Amebocyte Lysate Test, Alan R. Liss, Inc.,
New York. Prog. Clin. Biol. Res. 1987; 231:349-356.

2. du Moulin GC: Minimizing the potential for infection in the
hospitalized burned patient: Architectural, engineering, and environmental
considerations. In Acute Management of Burn Trauma, JAJ Martyn (ed.), W.B.
Saunders Company, Philadelphia, 1990.

3. du Moulin GC, Mayhew T, Kielpinski G, Citron M, Surgenor T:
The Application of Good Manufacturing Practices (GMP) to the Expansion of Human
Cell Populations for Cell and Tissue Therapy. in Animal Cell Technology:Basic and
Applied Aspects (Proceedings of the 8th Annual Meeting of the Japanese Association
of Animal Cell Technology). ed. Funatsu K, Shirai Y, Matsushita T, Kluwer Academic
Publishers, Dordrecht, 8:19-23, 1997.

4, Schaeffer S, Stone BB, Wolfrum J, and du Moulin GC: “Ex vivo
Autologous Cell Therapies” in Biopharmaceutical Process Validation ed. Sofer G, and
Zabriskie, D.W., Marcel Dekker Inc. New York, 2000.

5. Expert Committee for Gene Therapy, Cell Therapy and Tissue
Engineering. “<1046> Cell and Gene Therapy Products” (General Information
Chapter).in United States Pharmacopeia-National Formulary 26, Rockville MD, US
Pharmacopeial Convention, pp2257-2285, 2002.

6. du Moulin GC: “Adventitious Agents and Chemical Toxicity” in
Methods of Tissue Engineering, ed. Atala, A and Lanza, R. Academic Press, San
Diego, 2002.

7. du Moulin GC, Entstrasser CA, Kielpinski G: “Quality control in
producing cells for tissue engineering”. In Tissue Engineering in Musculoskeletal
Clinical Practice. American Association of Orthopaedic Surgeons. Rosemont, IL,
2004.

8. Expert Committee for Gene Therapy, Cell Therapy and Tissue
Engineering. “<1043> Ancillary Materials for Cell, Gene and Tissue Engineered
Products” (General Information Chapter).in United States Pharmacopeia-National
Formulary 29, Rockville MD, US Pharmacopeial Convention, pp.2814-2821, 2006.

12
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9. du Moulin GC, Kielpinski G, Prinzi S, Duguid J, and Price A:
“Detection of microbial contaminants for cell therapy products: Validation of an
automated microbial detection system” in Encyclopedia of Rapid Microbiological
Methods, ed. Miller M., Parenteral Drug Association, Bethesda, MD, pp273-290,
2005.

10. Expert Committee for Gene Therapy, Cell Therapy and Tissue
Engineering. “<1024> Bovine Serum” (General Information Chapter). Pharmacopeial
Forum 35(3) 629-647, 2009.

11. du Moulin GC: “Approaches to validation for cellular therapy products.

In Cellular Therapy: Principles, Methods, and Regulations. Ed. Areman EM and Loper
K. American Association of Blood Banks. Bethesda, MD, 2009.

12. Expert Committee for Gene Therapy, Cell Therapy and Tissue
Engineering. “<90> Fetal Bovine Serum — Quality Attributes and Functionality Tests.
Pharmacopeial Forum 35(5) 1219-1224, 2009.

13. Houck T and du Moulin GC: “Approaches to validation for cellular
therapy products. In Cellular Therapy: Principles, Methods, and Regulations, (2"
edition) Ed. Areman EM and Loper K. American Association of Blood Banks.
Bethesda, MD, 2016.

14. Duguid J, Khuu H, and du Moulin GC: “Assessing cellular therapy
products for microbial contaminants”. In Cellular Therapy: Principles, Methods, and
Regulations. (2™ edition) Ed. Areman EM and Loper K. American Association of
Blood Banks. Bethesda, MD, 2016.

15. USP, Modern Microbiological Methods Expert Panel. The development of
compendial rapid sterility tests (Stimuli to the Revision Process). Pharmacopeial Forum,
Vol 43 (5), 2017.

16. du Moulin GC: Regenerative Medicine Advanced Therapies: Phase
Appropriate Good Manufacturing Practices. In Phase Appropriate Good Manufacturing
Practices for Biological Processes. Ed. Deeks T, Parenteral Drug Association, Bethesda,
MD, pp 341-397, 2018.

17. Balkovic E and GC du Moulin: Competency based training approach for
microbial identifications. In Microbiological Identifications: Vol 2, Ed. Reber D. and
Griffin M, Parenteral Drug Association, Bethesda, MD, pp 457-492, 2018.
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ABSTRACTS

1. Klick JM, du Moulin GC, Hedley-Whyte J, Teres ), Bushnell LS,
Feingold DS: Prevention of Gram-negative bacillary pneumonia with polymyxin B
aerosol. Crit. Care Med. 1975; 3:38.

2. du Moulin GC, Lynch SE, Hedley-Whyte J: Utilization of the Limulus
amebocyte lysate assay in the rapid diagnosis of Gram-negative bacteremia. Fed.
Proc. 1978; 37:319.

3. du Moulin GC, Friedland G, Indorato K, Stottmeier KD:
Contamination of mycobacterial specimens with a waterborne strain of
Mycobacterium avium. Abstr. 78th Ann. Meeting Am. Soc. Microbiol., Washington,
D.C. 1978; p.206.

4. du Moulin GC: Lower respiratory tract colonization of seriously ill
patients by a waterborne strain of Flavobacterium. Abstr. 78th Ann. Meeting Am.
Soc. Microbiol. Washington, D.C. 1978; p.285.
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