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From: Michelle Mason [mmason@pptaglobal.org] 
Sent: Monday, May 23, 2005 9:16 AM 
To: Dockets, FDA 
Subject: Docket No. 2005~-0133 (Draft Guidance for Industry: WNV) 

Please find comments in the body text of this e-mail and attached. A hard copy will 
also be delivered to you via USPS. 
********t***********************************~*~***************~******************* 

May 23, 2005 
RefetYnCe No. FDAAO5010 

Dockets Management Branch, HFA-305 

Food and Drug Administration 

5630 Fishers Lane, Room 1061 

Rockville, MD 20852 

VIA E-Mail & USPS 

SUBJECT: Draft Guidance, "Guidance For Industry: Assessing Donor Suitability 
and Blood and Blood Product Safety in Cases of Known or suspected West Nile Virus 
Infection", April 2005 

Docket No. 2005D-0133 

And Direct Final Guidance, 
Recent Fever with Headache 
Infection", May 2005 

Dear Sir or Madam: 

"Discontinuation of Donor Deferral Related to 
as a Symptom of West Nile Virus 

The Plasma Protein Therapeutics Association (PPTA) is pleased to . . . . - . . . _ provide these 
additional comments on the Food and Drug Administration's (FDA's) Dratt Guidance 
entitled, "Guidance For Industry: Assessing DOnOr Suitability and Blood fnd Blood 
Product Safety in Cases of Known or suspected west Nile virus Infection. 
[Hereinafter 'Guidance Document" or "Guidance"]. PPTA is the international trade 
association and standards-setting organization for the world's major producers of 
plasma-derived and recombinant analog therapies. Our members provide 60 percent of 
the world's needs for Source Plasma and protein therapies. These include clotting 
therapies for individuals with bleeding disorders, immunoglobulins to treat a 
complex of diseases in persons with immune deficiencies, therapies for individuals 
who have alpha-l anti-try sin deficiency which typically manifests as adult onset 
emphysema and substantial 7 y limits life expectancy, and albumin which is used in 
emergency room settin s to treat individuals with shock, trauma, burns, and other 
conditions. iii PPTA mem ers are committed to assuring the safety and availability of 
these medically needed life-sustaining therapies. 

PPTA and its member companies would like to express support for the AgenC 
Guidance Document on West Nile Virus, 
document, 

in conjunction with the Direct Fina Y 
's updated 
Guidance 

"Discontinuation of Donor Deferral Related to Recent Fever with Headache 
as a Syf’tIptOIII of West Nile Virus Infection." we agree with the Agency that the 
non-specific question for self-reporting of fever with headache did not elicit 
information that would bear relevance to a west Nile virus infection and appreciate 
the Agency's willingness to remove a recommendation that is found not to add value 
to the safety of blood products. we also agree with the FDA'S announced policy of 
removal of this question via a collection center's submittal of an annual report 
under 21 CFR 9601.12(d). 

In the Draft Guidance Document, there are areas for potential confusion with respect 
to the need for testing prior to re-entering donors. 
Agency would clearly state that "t-e-testing" 

It would be helpful if the 
is not recommended unless the facility 

re-entering the donor is in possession of the original positive test result. Making 
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that distinction would clarify that a test is not necessary if a donor reports that 
he had a clinical case of west Nile vi rus fever, with or without testing at a 
doctor’s office or other facility 

Respectfully submitted, 

Mary Gustafson 

Senior Di rector, Cl obal Regal atory Pal i cy 

Plasma Protei n Therapeutics Association 

************************************************************************* 

Best Regards, 

Michelle Mason 
Regulatory Affairs ASSOCiate 

Plasma Protei n Therapeuti cs Associ ati on 
147 old Solomons Island Road, Suite 100 
Annapolis MD 21401 
Tel: 410.263.8296 xt 2106 
Fax: 410.263.2298 
******************************~***************************************************** 
************** 
PPTA is pleased to announce that the 2005 Plasma Protein Forum will be held on June 
8-9, 2005 at the Hyatt Regency Reston in ReStOn, Virginia. 

For all registration, sponsorshi 
‘7 

, and exhi bi ti on i nformati on, pl ease contact Danene 
Goffney at 202.789.3100 or e-mai dgoffney@pptagl obal . org 

*********t**************~*****~***~**************~~~******************************** 
************** 

The information in this e-mail is privile ed and confidential. This e-mail is 
exclusively addressed to and intended to i! e used by its addressee(s). If you have 
received this e-mai 1 mistakenly or are not the intended recipient , immediately 
contact the sender by e-mail (mmason@pptaglobal.org), by telefax (410.263.2298), or 
b telephone (1.410.263.8296 or 1.202.789.3100). Any disclosure, distribution, 
p otocopying or any action taken or omitted to be taken related to this e-mail, is K 
strictly prohibited. PPTA is neither liable for the proper and complete 
transmission of the information contained in this e-mail nor for any delay in its 
receipt. 
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4!!i$$PpTA 
Plasma Protein Therapeutics Association 

May 23,2005 
Reference No.: FDAA05010 

Dockets Management Branch, HFA-305 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

VIA E-Mail & USPS 

SUBJECT: Draft Guidance, “Guidance For Industry: Assessing Donor Suitability and 
Blood and Blood Product Safety in Cases of Known or Suspected West 
Nile Virus Infection”, April 2005 
Docket No. 2005D-0133 
And Direct Final Guidance, “Discontinuation of Donor Deferral Related to 
Recent Fever With Headache as a Symptom of West Nile Virus Infection”, 
May 2005 

Dear Sir or Madam: 

The Plasma Protein Therapeutics Association (PPTA) is pleased to provide these 
additional comments on the Food and Drug Administration’s (FDA’s) Draft Guidance 
entitled, “Guidance For Industry: Assessing Donor Suitability and Blood and Blood 
Product Safety in Cases of Known or Suspected West Nile Virus Infection.” [Hereinafter 
“Guidance Document” or “Guidance”]. PPTA is the international trade association and 
standards-setting organization for the world’s major producers of plasma-derived and 
recombinant analog therapies. Our members provide 60 percent of the world’s needs 
for Source Plasma and protein therapies. These include clotting therapies for 
individuals with bleeding disorders, immunoglobulins to treat a complex of diseases in 
persons with immune deficiencies, therapies for individuals who have alpha-l anti- 
ttypsin deficiency which typically manifests as adult onset emphysema and substantially 
limits life expectancy, and albumin which is used in emergency room settings to treat 
individuals with shock, trauma, burns, and other conditions. PPTA members are 
committed to assuring the safety and availability of these medically needed life- 
sustaining therapies. 

PPTA and its member companies would like to express support for the Agency’s 
updated Guidance Document on West Nile Virus, in conjunction with the Direct Final 
Guidance document, “Discontinuation of Donor Deferral Related to Recent Fever with 
Headache as a Symptom of West Nile Virus Infection.” We agree with the Agency that 
the non-specific question for self-reporting of fever with headache did not elicit 
information that would bear relevance to a West Nile Virus infection and appreciate the 
Agency’s willingness to remove a recommendation that is found not to add value to the 
safety of blood products. We also agree with the FDA’s announced policy of removal of 
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this question via a collection center’s submittal of an annual report under 21 CFR 
§601.12(d). 

In the Draft Guidance Document, there are areas for potential confusion with respect to 
the need for testing prior to re-entering donors. It would be helpful if the Agency would 
clearly state that “re-testing” is not recommended unless the facility re-entering the 
donor is in possession of the original positive test result. Making that distinction would 
clarify that a test is not necessary if a donor reports that he had a clinical case of West 
Nile Virus fever, with or without testing at a doctor’s office or other facility 

Respectfully submitted, 

Mary Gustafson 
Senior Director, Global Regulatory Policy 
Plasma Protein Therapeutics Association 


