R. J. LARKIN

RICHARD J. LARKIN, RAC
SKILLS/SPECIAL QUALIFICATIONS: 

GLOBAL REGULATORY AFFAIRS:

Over thirty years global regulatory FDA experience, including senior management positions of Director, International Regulatory Affairs and Quality Assurance, Director of Regulatory and Clinical Affairs, Manager of Regulatory Affairs, etc.

Ten years industry experience in drug regulatory affairs and over twenty years medical device regulatory affairs and quality assurance.

Knowledge of US FDA, European, Asian, Latin American, and Canadian regulations.

Regulatory Expertise: 

Medical Devices
Durable, Electronics, Implantable, IVDs, Lasers, Software, Sterile, Tissue

       Pharmaceuticals
Antibiotics, Solid Oral Dosage Form, Parenterals, OTCs

Adverse Event Evaluation, Audits -Certification/Due Diligence/ GCP/ GLP (Animal )/ GLP (Laboratory) / GMP (Pharmaceutical) / ISO/Quality System Inspection Technique (QSIT)/ Quality System Regulation (QSR), Clinical –  Labeling / Research/ Study design, Electronic Records & Electronic Signatures; 21 CFR Part 11, FDA, FDA - 483 and Warning Letter Responses, ISO - 13485/ 9001/9002/ 9003/14971 (Risk Management)/ Active Implantable Medical Device Directive (AIMD) / Invitro Diagnostic Directive/ Medical Device Directive (MDD), OSHA, , Quality Assurance, Quality Management, Quality Systems Development/ Implementation, Regulatory Affairs, Regulatory Strategy Consulting, Submissions - 510(k)/IDE/IND/ NDA/ANDA/ PMA, Training

Technical Expertise:

Batch Record Review, Corrective and Preventive Action (CAPA), Packaging and Labeling, SOP Development, Technical Writing

Clinical Expertise: 

General - 1572s, adverse events, central files, consent, close-out visits, CRFs, CRF guidelines, 

data fax, drug accountability, device accountability, electronic data capture, enrollment/recruitment issues and resolution

FDA inspection - 483s, financial disclosure, GCPs, investigator brochures, investigator/site identification, investigator/site qualification,  initiation visits 

IRB – submission, approval, advertising, renewal, close out 

Manage - sites, investigator/site budget, monitoring visits, patient eligibility, protocols, protocol deviations, query resolution, regulatory binder development 

Reports - site visits, review and interpret pertinent clinical data, serious adverse event reporting, serious adverse event database and clinical database reconciliation, source documentation development

Languages:



Spanish (minimal)

WORK EXPERIENCE: 
98 – 06

Senior Associate R.A.Q.A. Associates, Inc. and Principal of R.J. Larkin Consulting
· Food and Drug Administration Submissions and Negotiations

· Ministry of Health Negotiations

· International Product Registrations

· International Clinical Trials

· New Product Clinical and Regulatory Strategies

· Product Reimbursement

· Specializing in International Regulations

· Assist in Establishing International Distributors
89 – 98

C.R. Bard, Inc., Murray Hill, NJ












Director, Regulatory Affairs and Quality Assurance






International Division
· Responsible for product registration in Japan, Asia, and Latin America

· Negotiated new product approvals directly with Ministry of Health Officials

· Responsible for clinical evaluation of new products in Japan

· Developed new product regulatory and clinical strategies

· Directed quality assurance function for Bard International

· Audited outside contract manufacturing facilities for GMP compliance

· Established clinical affairs and quality assurance functions

· Directed development of computerized country registration system





Director, International Regulatory Affairs - Corporate



· Developed corporate policies and procedures for International Division

· Responsible for directing regulatory affairs function in Japan, Asia, Latin America and Canada

· Audited foreign affiliates for regulatory compliance

· Provided International input to Corporate regulatory strategy meetings

81 – 89

Pfizer Hospital Products - Deknatel Division, Lake Success, NY






   



Director, Regulatory and Quality Assurance





· Responsible for domestic (FDA) and international regulatory submissions

· Conducted GMP audits of divisional manufacturing sites

· Directed the Quality function - including GMP auditing, quality control and microbiology/chemistry laboratories

· Directed the product complaint system and customer responses

      



Manager, Regulatory and Clinical Affairs






· Responsible for preparation and submission of FDA and international submissions
· Designed and developed clinical protocols

· Established clinical affairs function and initiated investigations for several new medical devices

79 – 81

Warner Lambert, Hospital Products Division, Greenwood, SC






   



Manager, Regulatory Affairs

· Responsible for regulatory affairs function for multidivisional product lines

· Developed new product regulatory strategies
Previous Positions:









   




Mallinckrodt, Inc., Corporate, St. Louis, MO








   



Regulatory Affairs Associate







   




Cooper Laboratories, Cedar Knolls, NJ









   



Food and Drug Coordinator

   




Sandoz Pharmaceuticals, East Hanover, NJ








   



Assistant Director - Promotion and Labeling Regulations




     Regulatory Affairs Associate






Warner Lambert Research Institute, Morris Plains, NJ







   



Information Scientist

   




Ciba Pharmaceutical Company, Summit, NJ








   



Junior Pharmacologist

PROFESSIONAL AFFILIATIONS:


Regulatory Affairs Professionals Society (RAPS)

PUBLICATIONS:



        “Mercosur Requirements for Medical Devices”, RAPS Focus Magazine, April 2001 



        “Medical Devices: Current Trends and Regulations in Latin America”, RAPS Focus Magazine,



          May 2000

EDUCATION:
1964

B.S Degree in Zoology (Pre-Dental), Michigan State University, East Lansing, Michigan
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