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Comments to “Guidance for Industry PAT - A Framework for Innovative Pharmaceutical Manufacturing and Quality Assurance”, DRAFT GUIDANCE
Dear Sir,
We kindly ask to have the below stated comments considered when moving forward with the Guidance.
Comment #1:

· Applicability of the Guide

Line 67 fwd and note 2 on page 5 indicates that this guide is not applicable to either products regulated by the CDER’s Office of Biotechnology Products or products regulated by CBER. 

The intents of the guide would be better served if it would apply to those products as well. 
As referenced in the Gold Sheet from June of 2003 (Talk by Christopher Joneckis at IBC conference in Reston, Virginia in June), the concepts of PAT are already applied and has been done by the industry manufacturing this group of drugs for a long time. It seems from this talk as if CBER will promote the use of PAT within this group of drugs. As stated in the guide line 77 and fwd, any decision on the part of a manufacturer to work with the Agency to develop and implement PAT is a voluntary one. Therefore we see no good reason that the guide should not include this group of drugs.
Comment #2:

· Line 193 fwd, “…Gains in quality, safety and/or efficiency will vary depending on the product and are likely to come from:
Line 205 (5th bullet point) indicates that that “using small-scale equipment (to eliminate certain scale-up issues) and dedicated manufacturing facilities”  will “facilitate continuous processing to improve efficiency and manage variability”. 

We find this to be an incorrect statement since continous processing and improved efficiency are instead better facilitated by larger scale equipment.  
Furthermore it is our opinion that quality can be better served by larger scale equipment, due to better control, not the least by automation and by using PAT. More incitaments for industry to invest in more controls (equipment, laboratory tests) is due to the higher costs/investments in each product.
The draft text states that continous processing is also supported by the statement in line 207, where “improving energy and material use and increasing capacity” . This also goes hand in hand with larger scale processing.
The drafted ISPE Baseline Guide “Biopharmaceutical Manufacturing Facilities” allows multiproduct facilities if it is ensured that proper segregation, flow and traffic patterns are in place together with procedures to provide appropriate measures to prevent contamination and cross-contamination. (Chapter 1.3.7 and 2.5.1 specifically addresses manufacturing in multiproduct facility).
Copenhagen, 21. October, 2003

Yours Sincerely
Dr Jan Gustafsson

Senior Principal Scientist

Quality Support
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