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manufacturing, and compounding for office use. What is not clear is the 
line between compound manufacturing and compounding for office use.

Several states have passed legislation to fill in the gaps or fix issues 
they know exist in regulating and providing oversight for compound-
ing pharmacies. We looked at Massachusetts (where NECC was located), 
Michigan (the hardest-hit state in terms of infections and deaths from 
the fungal meningitis outbreak), California (always quick to attend 
a regulation party, but surprisingly recognized by some experts as a 
thought-leader in pharmaceutical drug regulation), Florida (in the past 
a troubled state, but recently doing great things in pharmaceutical drug 
regulation), and Texas (a great state that balances being business-friendly 
with smart regulation).

Representative Fred Upton described the intentions for the bill well when 
he introduced H.R. 3204 on September 27, 2013. He said, “My colleagues 
on both sides of the aisle on the committee and in the Senate have been 
relentless in their pursuit of the facts behind last year’s deadly meningi-
tis outbreak and working to prevent any such tragedy from happening 
again…. Michigan has been the hardest hit by the meningitis outbreak, 
and the sad truth is it could have been stopped. To all the families who 
have lost loved ones and to those patients who continue to suffer, we say 
‘never again.’”24 Representative Fred Upton did a masterful job in getting 
a bipartisan bill passed in a very partisan Congress to address a bad situ-
ation. However, there is a lot of white space in the bill, and potentially 
unintended consequences of some of the language (or lack thereof) in key 
areas of pharmaceutical compounding. Let’s start by taking a deeper dive 
into pharmacy compounding and the Drug Quality and Security Act.
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