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What is Good Manufacturing 
Practice (GMP)?
• A system for ensuring that products are consistently 

produced and controlled in accordance to the 
standards appropriate to their intended use and the 
product specification.

• GMP are regulations that describe the methods, 
equipment, facilities and controls required for 
producing.

• GMP regulations establish mandatory, minimum 
requirements

• –Compliance is not a matter of choice
• –Complying with GMP is the lowest acceptable quality 

standard
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System for Quality 
• Remember! Last lecture we said we CAN’T test 

quality! WHY? 

What is tested is not sold 
What is sold in not tested 

Hence, 

Quality is not testing of a product.
It Should be built in each stage of 

process/ operation 3Shorooq Abukhamees

• GMP is based on a number of principles, such as:

– Quality must be built into the product, not tested into 
it.
– Quality assurance is a shared responsibility of 
everyone involved in the production process.
– Quality control is a continuous and systematic process 
that monitors and verifies the quality of the product at 
every stage.
– Quality risk management is a proactive approach that 
identifies, assesses and mitigates potential risks to the 
quality of the product.
– Documentation is an essential tool that records and 
demonstrates the compliance with GMP.
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GMP 
CONCEPT 
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GMP is enforced by regulatory authorities in different
countries and regions, such as the Food and Drug
Administration (FDA) in the United States, the European
Medicines Agency (EMA) in the European Union, and the
World Health Organization (WHO) at the global level.
These authorities conduct inspections and audits to
verify that the manufacturers comply with GMP and
other relevant regulations. Non-compliance with GMP
can result in serious consequences, such as product
recalls, fines, sanctions or even criminal charges.
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GMP covers the following: 

•Quality Management
•Personnel
•Premises and equipment
•Documentation
•Production
•Quality Control
•Contract Manufacture and Analysis
•Complaints and Product Recall
•Self Inspection
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How do QA, GMP and QC Fit Together ?
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PHARMACEUTICAL QUALITY SYSTEM

• To achieve quality objective reliably there must be a 
comprehensively designed and correctly implemented 
Pharmaceutical Quality System.

• This system incorporates Good Manufacturing Practice 
and Quality Risk Management.
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PHARMACEUTICAL QUALITY SYSTEM

• ICH guidelines Q10
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PHARMACEUTICAL QUALITY SYSTEM
Product lifecycle

1) Pharmaceutical Development: 
• Drug substance development; 
• Formulation development (including container/closure 

system); 
• Manufacture of investigational products; 
• Delivery system development (where relevant); 
• Manufacturing process development and scale-up; 
• Analytical method development. 
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PHARMACEUTICAL QUALITY SYSTEM
Product lifecycle

2) Technology Transfer: 
• New product transfers during Development through 

Manufacturing; 
• Transfers within or between manufacturing and testing 

sites for marketed products.  
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PHARMACEUTICAL QUALITY SYSTEM
Product lifecycle

3) Commercial Manufacturing: 
• Acquisition and control of materials; 
• Provision of facilities, utilities, and equipment; 
• Production (including packaging and labelling); 
• Quality control and assurance; 
• Release; 
• Storage; 
• Distribution (excluding wholesaler activities).   
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PHARMACEUTICAL QUALITY SYSTEM
Product lifecycle

4) Product Discontinuation: 
• Retention of documentation; 
• Sample retention; 
• Continued product assessment and reporting.    
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PHARMACEUTICAL QUALITY SYSTEM

• Quality Management is a wide-ranging concept, which
covers all matters, which individually or collectively
influence the quality of a product.

• It is the sum total of the organised arrangements made
with the objective of ensuring that medicinal products are
of the quality required for their intended use.

• Quality Management therefore incorporates Good
Manufacturing Practice.

15

PHARMACEUTICAL QUALITY SYSTEM
A Pharmaceutical Quality System appropriate for the 
manufacture of medicinal products should ensure that:
1. Product realisation is achieved by designing, planning,

implementing, maintaining and continuously improving
a system that allows the consistent delivery of products
with appropriate quality attributes;

2. Product and process knowledge is managed throughout
all lifecycle stages;

3. Medicinal products are designed and developed in a
way that takes account of the requirements of GMP;

4. Production and control operations are clearly specified
and Good Manufacturing Practice adopted;

5. Managerial responsibilities are clearly specified;
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PHARMACEUTICAL QUALITY SYSTEM
6. Arrangements are made for the manufacture, supply 

and use of the correct starting and packaging materials, 
the selection and monitoring of suppliers and for 
verifying that each delivery is from the approved supply 
chain;

7. Processes are in place to assure the management of 
outsourced activities:
• Assessing the suitability and competence of the other party to 

carry out the activity or provide the material
• Defining the responsibilities and communication processes
• Monitoring and review of the performance of the contract 

acceptor or the quality
• Monitoring incoming ingredients and materials
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PHARMACEUTICAL QUALITY SYSTEM
8. A state of control is established and maintained by 

developing and using effective monitoring and control 
systems for process performance and product quality.

9. The results of product and processes monitoring are 
taken into account in 
 batch release, 
 the investigation of deviations, and, with a view to taking 

preventive action to avoid potential deviations occurring in the 
future.

10. All necessary controls on intermediate products, and 
any other in-process controls and validations are carried 
out;
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PHARMACEUTICAL QUALITY SYSTEM
11.Continual improvement is facilitated through the

implementation of quality improvements
appropriate to the current level of process and
product knowledge.

12.Arrangements are in place for the prospective
evaluation of planned changes and their
approval prior to implementation taking into
account regulatory notification and approval
where required;
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PHARMACEUTICAL QUALITY SYSTEM
13.After implementation of any change, an

evaluation is undertaken to confirm the quality
objectives were achieved and that there was no
unintended deleterious impact on product
quality;

14.An appropriate level of root cause analysis (RCA)
should be applied during the investigation of
deviations, suspected product defects and other
problems.

20




