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Weekly Lectures (8 weeks course)

Sessions Title Time for Lecture
History and Introduction to Medical Product Hegulations 1 hr
Documentation and Records 1hr
Pharmaceutical Quality Systems (Drugs) ICH Q10 1hr
Session 1 Standard Operating Procedures (SOP): Workshop 1 hr
Pharmaceutical Synchronous Session 1hr
Quality Biologics Quality Systems-ICH Q5 1hr
Risk Management for Drugs-1CH Cr8 1hr
Customer Complaints and how they fit into the Quality System 1 hr
FDA Warning Letters and Compliance 1hr
Synchronous Session 1hr
Pharmaceutical Good Manufacturing Practices (GMPs) 1.5Hr
Medical Device Quality System Regulations ((X5Hs) and 150 13485 1hr
Sezsion 2 Internal Audits and MDSAP 1.5Hr
Inspection and Synchronous Session 1 hr
Compliance Good Laboratory Practices (GLP) 1hr
FDA Audit Principles and What to Expect from an FDA Audit: Inspection Read 2hr
Manufacturing Challenges 1hr
Synchronous Session 1hr
Corrective and Preventive Actions (CAPA) 1 hr
Change Control 1hr
Session3 | Supplier Qualification and Control with Workshop 2hr
Product Quality, | Synchronous Session 1hr
Supplyand |Health Authority Interactions 1 hr
Change Control | Acceptance Activities and Non-conforming Material 1.5Hr
Statistical Process Control (SPC) and Design Space 1.5Hr
Synchronous Session 1 hr
Principles of Validation 1.5 Hr
Worlkshop: Master Validation Plans 1.5Hr
. Test Method Validation 1 hr
Sessiond s
i Synchronous Sile;sm.n _ 1 hr
G Instrument Qualification and Validation 1 hr
Validation and 3 e
e Gleqnlng Ualldatllclrn . 1hr
Equipment Cualification 1 hr
Cybersecurity and Data Integrity 1 hr
Synchronous Session 1 hr
Synchronous Session :
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PHARMACEUTICAL
QUALITY SYSTEMS; ICH
Q10 AND PAT

&
—

FOFIVRIRATLICED Zoom IC K BEEEME D

Web &%

Q&A. fEsHTE (GE 1[3)

[ 8 1EE

o

— X 1 ¥400,000/ A)

Hands-on 7047 2 L ([LETZEH)

o
[4 B : ¥300,000/ A ( ABRBRRE)]
USCMann

Alfred E. Man

and Pharmace
Department of Regulatory

n School of Pharmacy

utical Sciences

and Quality Sciences

HIROSHIMA UNIVERSITY



