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The FDA Yesterday
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History of the FDA and GMPs

1 1820
1 1848
11902
1 1906
11914
1 1937
1 1938

0 US Pharmacopoeia formed
0 Drug Importation Act

0 Biologics Control Act

0 FD&C Act

0 Harrison Narcotic Act

d Sulfanilamide Disaster

0 FD&C Revised
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History Continued

1 1941 0O Insulin Amendment

1 1944 0o Public Health Service Act
1 1945 0 Penicillin Amendment

1 1953 0 Factory Inspections

1 1958 0 Food Additives

1 1960 0O Color Additives
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History Continued

1 1962 0 Thalidomide
BKefauver - Harris Amendment

} 1968 0 Drug Efficacy Study
Implementation

1 1970 o Patient Package Insert
} 1978 0 Revised CGMP Regulations
1 1982 0 Tamper Resistant Packaging
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What Happened Next

1 May 3, 1996
BRevised GMPs published in Federal Register

1 21 CFR Part 11
BAugust 20, 1997

. FDA Modernization Act - 1997
BQSIT for CDRH Introduced

1 2000+ PAT, QSIT, and RISK Management
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FDA Goals for the 215t

Century
2
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FDA Guiding Principles

; Risk- Based Orientation

} Science- Based policies and standards
1 Integrated quality systems orientation

} International Cooperation

1 Strong Public Health Protection
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Vision for the Next Century

o Critical Path
Initiative
— Transform medical

product
development

— Keep pace with
expected medical
advances
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RISK
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IGNORANCE IS RISK.
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Types of Risk

1 Equipment
BMachine Failure
BCleaning

; Ingredients
1 API
1 Excipients
1 People
| Operator skills
{ Maintenance
| Cleaning
+ Understanding
BTraining
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RISK

v S
BHow severe is it?
1 Production o Environment - Personnel

BHow often CAN it occur?
BHow will it be detected ?
BHow will the PATIENT be affected?

1 IS NOT
BThe possibility of getting caught
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FDA APPROACH TO RISK

1 PAT 0O Process Analytical Technology
1 ICH Q9 0 Risk Management

1 QSIT 0 Quality Systems
Inspections Technigque

+ The Quality System Approach
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Science -Based

1 Aseptic Process Guideline
1 PAT Guidance

; Comparability Protocols Protein Drug
Products &
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Improved Integration

1 Quality Management System (QSIT)
1 |CH Harmonization
. Process Validation Guideline
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PAT
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PAT
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