> 
March 27, 2001

> 



> BY COURIER, FACSIMILE & VIA E-MAIL

> 

> Nancy Chamberlin

> Executive Secretary and Advisory Consultants Staff

> Center for Drug Evaluation and Research (HFD-21)

> Food and Drug Administration

> 5630 Fishers Lane

> Rockville, MD  20857

> 

> 

> 
Re:
ITFG/IPAC-RS Collaboration's Leachables and Extractables

> Testing:  Points to Consider

> 

> 

> Dear Ms. Chamberlin:

> 

> 
The International Pharmaceutical Aerosol Consortium on Regulation

> and Science (IPAC-RS) and the Inhalation Technology Focus Group (ITFG) of

> the American Association of Pharmaceutical Scientists hereby submit the

> enclosed technical report, Leachables and Extractables Testing:  Points to

> Consider.  The Team committed to submit this document to the Agency at the

> 26 April 2000 OINDP Subcommittee meeting and at the 15 November 2000

> Advisory Committee for Pharmaceutical Science meeting.  

> 

> 
As such, please circulate this technical report to the members of

> the OINDP Subcommittee and invited guests, and to the members of the

> Advisory Committee for Pharmaceutical Science.  We also request that the

> document be posted on the web-site for the 15 November Advisory Committee

> for Pharmaceutical Science meeting.

> 

> 
The report was prepared by the ITFG/IPAC-RS Collaboration's CMC

> Leachables and Extractables Technical Team and contains recommendations

> regarding leachables and extractables testing in the draft CMC Guidances

> for metered dose inhalers, dry powder inhalers, nasal spray and inhalation

> solution, suspension and spray drug products.  A key proposal of this

> report is the establishment of reporting and qualification thresholds for

> leachables.

> 

> 
On behalf of the ITFG/IPAC-RS Collaboration, we commend the Agency

> for its commitment to further deliberation on key CMC issues for OINDP. We

> hope this submission will be of value to the Agency, the Advisory

> Committee for Pharmaceutical Science, and the OINDP Subcommittee.

> 

> 
Thank you for your assistance.  Please do not hesitate to contact me

> if you have any questions.

> 

> 

> 


Sincerely,

> 

> 


 <<...>> 

> 

> 


Ballard Jamieson, Jr.

> 


IPAC-RS Legal Counsel and Secretariat

> 

> 

> Enclosure

> 

> 

>  <<Points to Consider FINAL(v1).PDF>> 

> 

>  <<Points to Consider FINAL(v1).DOC>> 
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