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Establishing documented evidence which provides a high 

degree of assurance that a specific process will 

consistently produce a product meeting its predetermined 

specifications and quality characteristics.ò  

 

 

FDA Guidelines on General Principles of Process Validation ï 1987  
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PIC/S COMMITTEE MEETING 8-9 November 2010  

US FDA AND UKRAINIAN SIQCM JOIN PIC/S 
 

The Committee invited the US Food and Drug Administration (FDA) and the Ukraineôs 

State Inspectorate for Quality Control of Medicines (SIQCM) to join the Scheme as from 

1 January 2011.  

The FDA will become PIC/Sô 38th Participating Authority while SIQCM will become 

PIC/Sô 39th Participating Authority. 

The US FDA applied for membership back in September 2005.  

A first on-site assessment visit took place in August 2009.  

A follow-up visit to the USA was performed on 9-13 August 2010 in order to review the 

remaining outstanding issues. Following this visit  the audit team recommended to the 

Committee to accept the membership application of the US FDA. 

The FDA Delegation to the PIC/S Committee  headed by Ms. Brenda Holman (Office of 

Regulatory Affairs) and Mr. Carmelo Rosa (Center for Drug Evaluation & Research)  

expressed its satisfaction that the 5-year long process came to a successful conclusion 

and highlighted that the accession to PIC/S was an important objective for the FDA in 

terms of international co-operation. It would open a new chapter in its relations with 

PIC/S Participating Authorities. 

The PIC/S Chairman thanked both US FDA and the PIC/S Audit Team for all their efforts. 
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