FACSIMILE TRANSMISSION RECORD
Division of Blood Applications
1401 Rockville Pike, Suite 400N, HFM -380
Rockville, Maryland 20852-1448

FAX (301) 827-2857
TEL (301) 827-3524

To:  Cheryl Chamberlain Roscher, Fenwal, Inc.

FAX No. 847-550-2960
Telephone No. 847-550-7909
Date: 18-Sep-2009

This Fax isregarding BN080041 that was received by the agency on Aug 4, 2008, as an original
NDA for your InterSol Solution. During interactive review, we received a response from Fenwal
dated September 15, 2009. Based on our review of the response, we are requesting the following
information:

1. Thevariable of -(b)(4)- isthe time intercept at -(b)(4)- and it should not have a negative
value. However, some negative values were found in the provided dataset. No negative
time values are apparent in the corresponding figure (figure 6). Please clarify how the
negative values were generated and how you dealt with the negative time values?

2. The-(b)(4)- isnot normally distributed; | suggest the data needs to be log-transformed
before doing further analysis.

Please provide aresponse at your earliest convenience. We appreciate your assistance regarding
thismatter. If you have any questions, please feel free to contact Heather Erdman at 301.827.6182.

Thanks,

Heather Erdman, RAC
Regulatory Project Manager
FDA/CBER/DBA/OBRR/RPMB

Information provided by: Transmitted by H. Erdman Date
NOTE: Thistransmission is from a Xerox 7020 telecopier. |f you do not receive alegible document, or do not receive all of the pages, please telephone usimmediately at
the voice number above.

THISDOCUMENT ISINTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT ISADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW.

If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review, disclosure, dissemination, copying, or
other action based on the content of this communication is not authorized. If you have received this document in error, please immediately notify us by telephone and return
it to us at the above address by mail.

Thank you.
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