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LAXGMP & 17 & 4

Pharmaceutical Quality System (PQS):

Management system to direct and control a pharmaceutical
company with regard to quality.
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Quallty Management System (QMS):

Management system (or systematic process) to direct and

control an organization/company with regard to quality across
the product lifecycle.
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FDA - The six subsystems of a modern
pharmaceutical quality system cGMP
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* Drug substance development;
» Formulation development (including container/closure system);
Pharmaceéutical | ° Manufacture of investigational products;
Development * Delivery system development (where relevant);
» Manufacturing process development and scale-up;
* Analytical method development.

* New product transfers during Development through Manufacturing;

Technology * Transfers within or between manufacturing and testing sites for marketed
Transfer products.

» Acquisition and control of materials;
* Provision of facilities, utilities, and equipment;
Commefcial | ° Prodyction (including packaging and labelling);
Manufacturing ° Quality control and assurance; Release; Storage;
« Distribution (excluding wholesaler activities).

* Retention of documentation;
Product

. p . » Sample retention;
Discontinuatio . :
n * Continued product assessment and reporting.
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(The Common Technical Document, CTD)
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The International Council for Harmonisation (ICH), formerly
the International Conference on Harmonisation (ICH)
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(The Common Technical Document, CTD)
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Common Technical
Document ) MODULE 3 ... | |
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Summary | I
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ICH - Quality Guidelines

QIA - QIF Stability

Q2 Analytical Validation

Q3A - Q3D Impurities

Q4 - Q4B Pharmacopoeias

Q5A - Q5E Quality of Biotechnological Products
Q6A- Q6B Specifications

Q7 Good Manufacturing Practice

Q8 Pharmaceutical Development

Q9 Quality Risk Management

Q10 Pharmaceutical Quality System

Q11 Development and Manufacture of Drug Substances
Q12 Lifecycle Management
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USP<1117>
Microbiological Best Laboratory Practices

Important Aspects of Control
- Aseptic Technique

- Control of media

- Control of Test Strains

» Control of Equipment

- Control of Data and Documentation
- Lab Lay-out and Operations

» Training of Staff
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REEHE A2t R
® Biosafety in Microbiological and Biomedical
Laboratories — BMBL

® \WHO - Laboratory Biosafety Manual
® USP<1117> Microbiological Best Laboratory

Practices
2

ADMITTANCE TO AUTHORIZED PERSONNEL ONLY!!

HAZARD IDENTITY:

UNVERSITY OF WASHINGTON, EXVIROVVENTAL HEALTH & SKFETY DEPARTMENT KALL HEAUTHCENTER, 53-9510
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A reduced design 1s one 1n which samples for every factor

combination are not all tested at all time points.

Example of a Bracketing Design

Strength 50 mg 75 mg 100 mg
Batch 2 1 2 2
Container 15 ml T T
size 100 ml

500 ml T T

Key: T = Sample tested

* ICH Q1 D Bracketing and Matrixing Designs for Stability Testing
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2 L eaul AP R ,?WI}IJ -

Examples of Matrixing Designs on Time Points for a Product with Two
Strengths

“One-Half Reduction”
Time point (months) 03|69 |12]18]|24
S S1 Batch1 | T | T T| T T|T
t Batch2 | T | T T|T|T T
2 Batch3 | T T T | T T
n S2 Batch1 | T T T T| T
g Batch2 | T | T T|T|T T
L Batch3 | T T T T T

Key: T = Sample tested

* ICH Q1 D Bracketing and Matrixing Designs for Stability Testing
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