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I.
AREAS OF EXPERTISE/SERVICES OFFERED

A.
General Knowledge

Over twenty years of regulatory compliance experience in pharmaceuticals and medical devices.  Leadership in compliance projects for developing corporate policies and strategies.  Experience in issue analysis for system improvements.  Facilitate regulatory approval and ongoing regulatory requirements.  Assistance to clients in identifying appropriate contract resources.  Experienced in conducting multinational, multisite activities.
B.
Preclinical/Clinical Phase, GLP/GCP Compliance Management
(
Provide Quality Assurance Unit (QAU) services (e.g. protocol evaluations, in-progress audits, and verifications of final report data)

(
Identify/evaluate suitable contract resources including CROs, academic investigators, manufacturing sites and laboratory services 

(
Develop compliant systems that withstand regulatory inspections in multinational companies, universities, and small/virtual companies

(
Evaluate pivotal trial data for integrity and submission compliance

· Support training of client staff, contract organizations, and independent investigators

I.
AREAS OF EXPERTISE/SERVICES OFFERED - continued

C.
R&D and Commercial GMP Compliance Management

(
Prepare manufacturing facilities and personnel for licensing and inspections (PAI activities including compliance to dossier and GMPs)

(
Act as regulatory agency liaison (FDA, DEA, state, and foreign authorities)

(
Create, evaluate and establish quality systems and procedures including GMP training

(
Evaluate systems against US and international standards; provide recommendations to management for corrective and preventive actions

(
Develop internal GMP monitoring and self-inspection programs

(
Develop vendor assurance and monitoring programs; conduct vendor assurance assessments per client’s specifications
D.
DEA Compliance Management
(
Assess systems and develop procedures for regulatory compliance

(
Manage filing processes for researcher, manufacturer, wholesale distributor and exporter registrations
II.
SIGNIFICANT ACTIVITIES

Through my management experience at both SmithKline Beecham (SB) and ALZA Corporation, I acquired “internal consulting” expertise.  I have led departments of managers, auditors and consultants in regulatory compliance programs.  I have a strong background in the compliance issues that are encountered in R&D, manufacture and distribution.  I have designed and implemented quality improvement programs including supplier certifications, self-inspection audits and device GMP systems with design controls.  I have been responsible for harmonizing corporate procedures between sites located in North American and Europe. 

II.
SIGNIFICANT ACTIVITIES - continued
I have written proposals to support capital improvement requests and obtain funding to build compliant facilities.  (These activities supported GLP, GMP, and DEA compliant functions in new and existing facilities.)

As a member of the SB Quality Council and the Quality Management team at ALZA, I was responsible for creating corporate standards and translating the standards into the R&D and commercial environments.  Following is a sample of laws, regulations, and standards that I have assessed for establishing compliant systems: Prescription Drug Marketing Act (PDMA), Safe Medical Devices Act, ISO 9000, Dietary Health Supplements Act (DSHEA), Prescription Drug User Fee Act (PDUFA), Good Clinical Practices (European Union), FDA Modernization Act, Anabolic Steroids Control Act.

I organized and conducted FDA style preapproval inspections (PAI) for ALZA’s Duragesic®, Nicoderm®, Efidac®, and SmithKline Beecham’s Consumer Healthcare R&D facilities.  Project status and compliance were communicated through written and oral reports, issued to senior management.

I have defined and implemented establishment license strategies for new facilities in three locations in California with US FDA, California Food & Drug Branch, California Board of Pharmacy and the US DEA.  I led team efforts and hosted the inspections in a knowledgeable, professional, and authoritative manner.  The activities included negotiations with regulatory authorities from the facility design stage, through start-up operations and final license approval.  Types of licenses included: DEA registrations for researcher, manufacturer and wholesale distributor; applications for procurement quotas. I have also managed facility registration and compliance in Canada and the United Kingdom for compliant research, manufacturing, and product distribution.

As a consultant, I regularly advise clients in biotechnology, pharmaceutical and medical device businesses on establishing internal compliance systems in addition to providing vendor qualification evaluations of manufacturers, clinic sites, non-clinical facilities and laboratory services.

III.
PROFESSIONAL QUALIFICATIONS
A.
Employment History

2/98 to present

President, H-J Consultants, L.L.C.,





Morristown, NJ

8/96 to 1/98


Director, Regulatory Compliance, World Wide





SmithKline Beecham CH, Parsippany, NJ

10/94 to 7/96
Director, Regulatory Compliance Dept., Corporate Quality Management, ALZA Corp. Mtn. View, CA

3/87 to 10/94
Supervisor to Manager, Regulatory Compliance Group, Regulatory Affairs Department, ALZA Corp., Palo Alto, CA

7/79 to 3/87
Jr. Chemist to Sr. Chemist/QA Lab Supervisor, Quality Assurance Dept. ALZA Corp., Palo Alto, CA

B.
Education:

California Institute of Technology, BS, Chemistry

Graduate Studies in Biochemistry, UCSD and UCB

C.
Continuing Education:
Numerous courses on GLP, GCP, and GMP

ISO 9000 Lead Assessor training

DEA classes on registering, report filing, distribution activities

Management training (e.g. Front Line Management, Negotiation Skills)

Annual Meetings for RAPS, SQA, International GMPs, DIA

D.
Professional Society Memberships

Regulatory Affairs Professional Society (RAPS) 

Society for Quality Assurance (SQA)

Drug Information Association (DIA)

Association of Clinical Research Professionals (ACRP)
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