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Week 1
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0730~0800 HE

0800~0900 SRR




0900~0945 Basic Facility Design ( F58)

1000~1400 Velocity testing, Airflow studies (4% & 25 =)
1400~1530 Basic Microbiology (_FER)

1545~1815 EM & Pass Through SOP(E k=)

1815~1830 Wrap up and information for next day

2R 10H15H

0800~1015 Water Fill (Transfer & sterile filtration) (4% & 25 %)
1030~1245 Filtration (B3R ~ Bha=E)

1330~1545 Environmental Monitoring ( E5R ~ Eg=E)
1600~1815 Facility Cleaning & Sanitization( &R ~ 4R EZIFE)
1815~1830 Wrap up and information for next day

3K 10816H

0800~0900 Gowning Commodities (_EER)

0915~1200 Aseptic Qualification (Broth studies) (EFEx=E)
1230~1515 Gowning Training & Qualification (BEE=E - HEEF=E)
1530~1830 Performing Aseptic Processing Simulations (_F5H)
F4K 10H17H

0800~0900 Media fill documentation (_z)

0900~1100 Particulate Monitoring systems (_EER)

1115~1315 Isolators use and Sanitization (_EE%)

1400~1815 Media fill (4R IE&EF =)

1815~1830 Wrap up and information for next day

5K 10A18H

0800~0930 EU/US Regulations (_-58)

0945~1115 Evaluate Media Fill (B5&=)

1115~1130 Wrap up and Course Evaluation

Week 2

1R 11H4H

0800~0845 Define Managers

0845~1015 Read Media fill and other Micro plate(E 5z =)
1030~1230 Product Formulation(E 5% =)

1330~1530 Water fill( 4} & E %)

1545~1745 EM Trending(_EER)

2R 11HASH

0800~1000 CIP Lecture & Lab (-5 ~ =)
1015~1215 Manufacture Documentation/QC plan(_EER)
1245~1445 Media Fill Investigation(& 5% =)

1500~1700 Rapid Microbial ID( F3} ~ EEa=E)




3R 11H6H

0800~1000 Emerging Micro Technologies( &%)

1015~1215 Media Fill Investigation(Z &)

1245~1315 Personnel Monitoring Programe( %)

1315~1600 Preparation for Presentation to Product sponsor(_F5R)
1615~1730 Presentation to Product sponsor Representative(_F5R)
FAR 11HTH

0800~1245 Media Fill(4R & 205 %)

1315~1530 Endotoxin( iR ~ EEa=)

1545~1800 Lyophilization(_7#)

4R 11H8H

0800~0915 Liquid Particulate Testing(_F2F)

0930~1045 Sterility Testing( 53R ~ EEa=E)

1045~1245 Current FDA Perspectives(_E5R)

( —) " Validation of Biotechnology-Related Cleaning Processes |

EIR 10H29H

0900~1030 Cleaning process design & Development
Cleaning process
Coverage testing
1045~1115 Cleaning process design & Development
Equipment Design Consideration
Coverage Testing
1115~1145 Lab Module 1: Coverage Testing (Riboflavin)
1145~1215 Soil Evaluation, Coupon studies, Process Parameter Determination
and Design space
1315~1400 Lab Module 3A: Cleaning Agent Selection
1400~1420 Soil Evaluation, Coupon studies, Process Parameter Determination
and Design space (cont d)
1435~1530 Acceptance Limits
1530~1600 Lab Module 5: Residual Limits
2K 10A30H
0830~0900 Acceptance Limits(cont d)
0900~0930 Lab Module 3B: Cycle development (coupons)
0930~1000 Lab Module 3C: Rinse time
1000~1200 Sampling Method Selection
1300~1400 Lab Module 4: Visual testing




1400~1430 Sampling Method Selection-Swab Technique Review

1445~1600 Lab Module 2: Swab Recovery

3K 10A31H

0830~0900 Review of Swab Recovery Data

0900~1015 Analytical methods

1030~1100 Cleaning Validation Protocol & Worst cases

1100~1200 Lab Module 3D: Soil tank

1300~1415 Lab Module 6: Manual cleaning

1430~1600 Maintenance of the Validation State, Special Considerations and
Regulatory Issues
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Cleaning process design & Development

Cleaning processes

<:: Coverage process Parameters
Equipment Design Consideration
Coverage Testing

A 4

Soil Evaluation, Coupon studies

Process Parameter Determination and Design space
Acceptance Limits

Sampling Method Selection

Analytical methods

A

Cleaning Validation Protocol & Worst cases
Maintenance of the Validation State, Special
Considerations and Regulatory Issues

Studies:

1: Coverage Testing (Riboflavin)
2: Swab Recovery

3A: Cleaning Agent Selection
3B: Cycle development (coupons)
3C: Rinse time

3D: Soil tank

4: Visual testing

5: Residual Limits

6: Manual cleaning

\ 4

Cleaning Validation Report
Robust Cleaning Cycle

— R AR B S iR A [
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