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Agenda

• Introduction to the GDP supply chain tool kit using a real 

world example



http://www.nifds.go.kr/apec/SupplyChain/APEC_SupplyChainToolkit_

170317.pdf

http://www.nifds.go.kr/apec/SupplyChain/APEC_SupplyChainToolkit_170317.pdf
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Good Distribution Practices

The objective of these guidelines is to assist in ensuring the 

quality and identity of pharmaceutical products during all 

aspects of the distribution process. These aspects include,

• procurement, purchasing, 

• importation

• storage,

• distribution, transportation, export

• repackaging, relabelling, 

• documentation and record-keeping practices.

https://www.who.int/medicines/areas/quality_safety/quality_assurance/GoodDistributionPracticesTRS957Annex5.pdf

https://www.who.int/medicines/areas/quality_safety/quality_assurance/GoodDistributionPracticesTRS957Annex5.pdf
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Serialisation of packs
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Other GDP issues
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How does the toolkit help?

• Define company quality policy and objectives

• Risk assessments

• Manage change from agreed business plan

• Approved suppliers

• Regulatory compliance

• Importance of SOPs and documents
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How does the toolkit help?

Staff trained to appropriate understanding

Recognise what they don’t know

Independent Quality Assurance function/person



15



16

How does the toolkit help?

• Receipt of incoming products

• Product traceability and why it is important

• Checking on receipt

• Returned goods

• Picking, packing and checking

• Dispatch and transport

• Repackaging and relabelling
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How does the toolkit help?

• Purpose of self-inspection is to evaluate whether a 

company’s operations remain compliant with GDP 

• Assists in ensuring quality improvement 

• The programme should: 

– cover all aspects of distribution and quality control; 

– be designed to detect shortcomings in the 

implementation of GDP; 

– recommend corrective actions; 

– set a timetable for corrective action to be completed.
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How does the toolkit help?

• What are Outsourced Activities?

• Contract Agreements

• Contents of a Written Contract 

• Contract considerations
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Summary

• Failure to implement GDP puts patients at risk of 

substandard and falsified products

• Industry and Regulators both needed to ensure GDP is 

effective

• Communication between regulators is vital

• Use of all available resources to communicate, implement 

and monitor compliance with GDP to protect patients
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Questions?

Tony Orme

Telephone:  +44 (0)20 3080 6590

Mobile: +44 (0)7786 336343

Tony.Orme@mhra.gov.uk

mailto:Tony.Orme@mhra.gov.uk

