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Dockets Management Branch (HFA-305) 
Food and Drug Adminisr$ion , 
5630 Fishers Lane; room 106 1 
Rockville, MD 20857 
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Dear Sir or Madam: 
Re: Docket Nos: 92N-0297 and‘8 

As President and CEO of the Indiana Blood Center, I wish to provide your office with comments regarding 
the final regulations implementing the Prescription Drug MarkeGng Act of 1987 (PDMA). The Indiana 
Blood Center (licensed as Central Indiana Regional Blood Center) is a not-for-profit blood center serving 
hospitals throughout Indiana. Our mission is to provide safe, quality blood and blood products, including 
derivatives to our member hospitals. We also are a testing facility and provide consultative services. 

As you are aware, the final rule implementing PDMA prohibits a volunteer blood donor center from acting 
simultaneously as a health care entity and a wholesale drug distributor. If implemented, our blood center 
could no longer be permitted to serve as a wholesale drug distributor of blood derivatives. As asserted by 
other associations, including America’s Blood Centers, this inability is contrary to the public health of the 
community served by blood centers, including the hospitals, physicians and patients in Indiana. 

Indiana Blood Center serves in a variety of capacities designed to facilitate community needs and to 
eliminate a duplication of efforts. Additionally, we provide a number of resource services to aid 
transfusion services and physicians to better treat their patients. Because we are a distributor of blood 
derivatives, blood banks and transfusion services rely not only on our center to provide necessary product 
but to also provide consultation on the use of these products. The Chief Medial Officer (CMO) of the 
Indiana Blood Center serves on the transfusion committees of our larger member hospitals. In this 
capacity he has consulted with physicians on the use of blood, blood products and derivatives, including an 
instance in which a physician ordered Factor VIII concentrate at a dose many times higher than needed. 
Our CM0 was able to intervene with the hospital pathologist. 
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The Indiana Blood Center requests that FDA reconsider and revise its regulations to not prohibit blood 
centers from serving a dual role of providing needed blood products as well as derivatives and related 
consultative services. PDMA as written restricts our ability to do so and is counter productive, resulting in 
duplicated efforts throughout the community as well as the loss of a valued consultative service. 

Thank you for the opportunity to comment. 

Sincerely, 

J&&dCG- . 
Byron B. Buhner 
President and CEO 
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Anderson Community Columbus Community 
Blood Center Blood Center 
1826 S. Scatterfield Road 1427 Washington Street 
Anderson, IN 46016 Columbus, IN 47201 
Phone: (765) 642-0940 Phone: (812) 375-1724 

Evansville Community 
Blood Center 
2 113 Maxwell Avenue 
Evansville, IN 477 11 
Phone: (812) 469-7900 

Lafayette Community 
Blood Center 
15 15 Union Street 
Lafayette, IN 47904 
Phone: (765) 742-1296 

Terre Haute Community 
Blood Center 
2021 S. Third Street 
Terre Haute, IN 47802 
Phone: (812) 238-2495 


