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ROBERT SCHIFF, PHD, RAC, CQA, FRAPS

Robert Schiff, PhD, RAC, CQA, FRAPS is founder and CEO of Schiff & 

Company, a Regulatory Affairs, Compliance and Clinical Research 

Organization, established in 1982.  Prior to founding Schiff & Company, Dr. 

Schiff served with a number  of companies including:  the Warner Lambert 

Company as Group Vice President, Diagnostics Research and Development; 

Hoffmann-La Roche, Inc. as Director, Department of Diagnostic Research and 

Product Development; the J. T. Baker Chemical Company  (Richardson-Vicks) 

as Director of Research & Development, Diagnostics Division; the Hyland 

Division Travenol Laboratories (Baxter) as Manager, Serology Research; and 

as an Assistant Professor in the Department of Anatomy at Tufts University 

Schools of Medicine and Dental Medicine.  Dr. Schiff has authored over 50 

publications and holds several patents on medical products.  He received his 

BS from the City College of New York, MS from Iowa State University, and PhD 

from the University of California at Davis.  He was a member of the Graduate 

Business faculty at Farleigh Dickinson University, and also lectures on 

International Business and Compliance with FDA rules and regulations.  He 

serves on the Boards of several companies, is a member of the Editorial Board 

of the Regulatory Affairs Professional Society, is a Fellow of the Regulatory 

Affairs Professional Society and is listed in Marquisô Whoôs Who in America, 

Whoôs Who in the World, Whoôs Who in the East, Whoôs Who in Science & 

Engineering, and American Men of Science.  Dr. Schiff is board certified in 

Regulatory Affairs and is a Certified Quality Auditor.
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REGULATIONS

¸21 CFR Part 210

¸21 CFR Part 211

¸21CFR Part 600



THE FDA INSPECTION

¸ Preapproval (PAI)

ïPrior notice given

ïStaff having direct contact with inspector should 

be trained

ïHave all materials available, i.e., validations, batch 

records, design history files, etc.

ïKeep in mind that the inspector is an enforcement 

officer

ïThe PAI consists of two parts:

¸Verifying information in a submission

¸CGMP of the company
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THE FDA INSPECTION 

CONT.

¸General

ïAnnounced or unannounced

ïFollow same suggestions as a PAI

ïHave staff available for questions

ïA For Cause inspection can be adversarial

¸Focused audit because of a major violation
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THE CLOSEOUT

¸Discuss all findings

¸Listen to explanations

¸Establish follow-up and curing of 

observations

¸Be pleasant
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PROBLEMS DURING 

FACILITY INSPECTIONS
¸ Is the company in a state of control?

¸Failure to document (Violation 1)

¸Failure to perform corrective and/preventive 
action (Violation 2)

¸Failure to perform root cause analysis 
(Violation 3)

¸Failure to investigate (Violation 4)
ïOut of specification results

ïNon-conformances

ïDeviations



PROBLEMS DURING FACILITY 

INSPECTIONS CONT.

¸Not conducting an appropriate CAPA analysis 

(Violation 5)

¸Failure to validate process (Violation 6)

¸Releasing product out of specification 

(Violation 7)

¸Failure to follow companyôs own SOPs and 

directions (Violation 8)

¸Failure to report product failure or adverse 

event (Violation 9)
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PROBLEMS DURING FACILITY 

INSPECTIONS CONT.

¸Marketing an adulterated, misbranded, 

or unapproved product (Violation 10)

¸Failure to follow a sampling plan for 

product release (Violation 11)

¸Inadequate complaint handling 

(Violation 12)

¸Failure to maintain adequate design 

control (Violation 13)
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THE AUDIT

¸Note requirement differences

ïDrug substance

ïDrug product

ïDevice

ïBiologic

ïDomestic versus international
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THE AUDIT

FACILITIES
¸RECEIVING

¸WAREHOUSE
ïQUARANTINE

¸STAGING

¸PRODUCTION

¸FILLING

¸PACKAGING

¸SHIPPING

¸QUALITY CONTROL
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BUILDINGS AND FACILITIES 

CONTINUED
¸Warehouse

ïArrangement

ïLabeling of items for status

¸ Red, yellow, green

ïSegregation of goods

¸ Separate raw, in process and finished

¸ Separate regulated from non-regulated

ïNeatness counts

ïEliminate possibility for error


