Quality Assurance for Biosciences
PEIMS Code: N1303771

Abbreviation: QABIOS
Grade Level(s): 11-12
Award of Credit: 1.0

Approved Innovative Course

< Districts must have local board approval to implement innovative courses.
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(4) This course is a broad overview spanning regulations of drugs, biologics, medical devices, food,
and other products; however, students are encouraged to investigate further in areas that
interest them through a capstone creative project.

(5) Students are encouraged to participate in extended learning experiences such as career and
technical student organizations and other leadership or extracurricular organizations.

(6) Statements that contain the word extypg (th)Tw 4.228| 0 Td()Tj-0.004 Tc 0.001 Tw 0.217 0 -1.315 Td[(t)-8LBod!:
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(E) distinguish between inspection, audit, surveillance, prevention;

(F)
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(G) identify Good Documentation Practices (GDP);

(H) explain what corrective and preventive action (CAPA) is and why CAPA is essential to the
FDA and CGMPs;

() research different quality documents used in biomanufacturing and explain the importance
of the statement “if it isn’t written down, it wasn’t done”; and

(9) identify types of documentation such as manuals, procedures, and records and explain their
importance to a QMS and CGMPs.

(6)
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(H) distinguish between in vitro diagnostics (IVD), investigational use only (IUO), research use
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Recommended Course Activities:

e “Popcorn GMP Laboratory pdf” found online at Biomanufacturing.org
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