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Chapter 2 Personnel
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Chapter 2 Personnel
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Chapter 2 Personnel

| Knowledge
Storage conditions/requirements for different types of pharmaceutical product

» Basic understanding of degradation pathways and stability profiles of pharmaceutical products
* GDP legislation and relevant guidance

* Requirements for storage facilities, temperature control and monitoring programmes, including mapping and
qualification

* Quality Management Systems and how to manage these effectively

* Handling of returns/complaints/recalls

* Bona Fide checks — approval of suppliers and customers

* Risks associated with Falsified Medicines

* Expectations of a robust Technical (Quality) Agreement with any sub-contractors
« Controlled Drug legislation and requirements of the relevant Member State(s)

* Trained auditor

@Ouality Trust&Innovation



Chapter 2 Personnel

| Experience
» Experience of picking /packing procedures and FEFO (First Expiry, First Out) principles
« Handling complaints and customer queries
« Active involvement in GDP regulatory inspections

» Audited internally to monitor the Quality Management System (QMS) and preferably also
external audits covering the various stages in the distribution process

» Supplier and Customer approval process

« Creating/maintaining/auditing the documentation and records involved to ensure compliance
with GDP
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Chapter 2 Personnel
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* Training needs identification
Training guides developed (SOPs)
Training implementation
Training outcomes evaluation
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Chapter 6 Complaints, Returns, Counterfeits, Recalls
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Chapter 6 Complaints, Returns, Counterfeits, Recalls
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Chapter 6 Complaints, Returns, Counterfeits, Recalls
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Chapter 6 Complaints, Returns, Counterfeits, Recalls
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Chapter 6 Complaints, Returns, Counterfeits, Recalls
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Chapter 6 Complaints, Returns, Counterfeits, Recalls
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Chapter 6 Complaints, Returns, Counterfeits, Recalls
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Chapter 8 Self-Inspections
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Questions?

All materials utilized are collected from the internet or open sources.
Presentations are intended for educational purposes only and do not
replace independent professional judgment. Statements of fact and
opinions expressed are those of the participants individually and, unless
expressly stated to the contrary, are not the opinion or position of UCB.
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