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July 22, 2013 
 
The Honorable Tom Harkin  
Chairman 
Senate Committee on Health, Education, Labor and Pensions 
428 Dirksen Senate Office Building 
Washington, DC 20510 
 
Regarding: Title 1: The Pharmacy Compounding Quality and Accountability Act of Senate Bill 
959 
 
Dear Mr. Chairman: 
 
The Association for Professionals in Infection Control and Epidemiology (APIC), a nonprofit,  
multidisciplinary organization whose mission is to create a safer world through the prevention of  
infection, is pleased to endorse Title 1 of S. 959, entitled The Pharmaceutical Compounding 
Quality and Accountability Act.  We commend the Senate for working in a bipartisan manner to 
address the very important issue of oversight for compounding pharmacies. 
 
The Pharmaceutical Compounding Quality and Accountability Act would provide much needed 
clarity around the Food and Drug Administration’s (FDA) role in regulating compounding 
pharmacies. The legislation would designate compounding pharmacies that ship products 
across state lines as compounding manufacturers and would require that they register with the 
FDA. Compounding manufacturers would be subject to certain requirements including risk 
based inspections, reporting drug sale history, and requiring a licensed pharmacist to have 
direct oversight over the products compounded.  
 
The current regulatory and oversight mechanism does not provide healthcare providers with the 
ability to ensure that their patients have access to safe and effective medications. The ability to 
inspect compounding entities varies widely by state and lacks national uniform standards. This 
system contributed to an outbreak that killed over 60 people and infected over 700 people in 20 
states. APIC believes that this legislation is a crucial step in reducing such outbreaks and 
ensuring that compounding entities are providing safe products.  
  
APIC greatly appreciates the sponsors’ commitment to patient safety and believes the 
Pharmaceutical Compounding Quality and Accountability Act moves in the right direction to 
address gaps in pharmaceutical compounding oversight. We enthusiastically endorse the 
Pharmaceutical Compounding Quality and Accountability Act within S. 959 
 
Sincerely, 
 

 
Patricia S. Grant, RN, BSN, MS, CIC  
2013 APIC President 
 


