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University of Houston

Proposed Course Outline for Quality Control and Quality Assurance’

Course Objectives: Students who successfully complete this course will be able to:

Identify the key components of Quality Systems currently in use in the
Biotechnology industries

Understand role of pertinent regulatory agencies as they relate to Quality Systems
in the industry.

Describe the critical regulatory guidance’s issued by the International Committee
on Harmonization, and Food & Drug Administration of the USA, and its
equivalents in Europe and Japan.

Gain a thorough knowledge of quality by design as it applies to the manufacture
of drugs for human clinical vse.

Understand the regulatory and legal importance of Quality as it applies to the pre-
clinical, clinical, and post commercialization for drugs for human use.

Course QOutline

1.

Introduction:
a. What is the Quality System and why it is important to the pharmaceutical
and biotechnology industry.
The ¢cGMP and the cGLP Regs
a. Introduction
b. Review of the cGMP and ¢cGLP regs.
c. Importance of implementation of the cGMPs and c¢GLPs
Quality Systems (as described by FDA)
a. Types
b. Components of Quality Systems
Quality Assurance
a. What is Quality Assurance?
b. Role of Quality Assurance in Pharmaceutical Industry
c. Personnel Responsibilities in cGMP environment
Drug Manufacture
a. Process as it applies to Small Molecules, blologlcs industrial enzymes,
and devices
b. Supply chain considerations
c. Process validations
d. Application of cGMPs and cGLPs
Quality Control of Products
a. Analytical methods and development
b. Test equipment
Drug Manufacture (II)
a. Supply chain considerations
b. Process validation
c. Application of cGMPs and cGLPs
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8. Drug Development
a. Pre-Clinical
b. Clinical ;
9. Control of components: =l
a. Process control.
b. Packaging in labeling.
c. Holding in distribution.
d. Records and reports.
e. Returned goods.
10. Commercial lunch and Commercial Production
a. What is commercial lunch and commercialization? Why were the cGXPs
enacted and their relation to commercial lunch and commercialization?
b. Review the activities and practices of commercially lunching a product.
c. Quality Systems application to commercial launch and post- launch
commercial activities.

11. Corporate Quality Systems:
a. Quality Systems as they relate to corporate governance and practices

b. Global Quality Systems




