7662  COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

' EXHIBIT~16

TEN-POINT QUALITY ASSURANCE PROGRAM

1. SPECIFICATIONS

GUIDELINES:
U.S.P. AND N. F.
PROFESSIONAL GUIDANCE FROM DMMB

TECHNICAL DATA FROM OTHER SOURCES

REASONS FOR ADDITIONAL SPECIFICATION REQUIREMENTS:

ADVANCEMENT AND MODIFICATIONS TO U.S.P. AND N, F.
ARE TIME CONSUMING

SPECIAL PACKAGING
DETERIORATION OF DRUGS DUE TO CONDITIONS AND QT()RAG]"
STABILITY TESTS

ADVANCED INSTRUMENTATION INCREASING PURITY

2. PRE-AWARD SURVEY

ESTABLISH CAPABILITY AND QUALIFICATIONS

PLANT EVALUATION

3. FRE-AWARD SAMPLES

DETERMINE FIRM'S POTENTIAL

ANALYSIS OF SAMPLES



