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Unintended Consequences
...

Mark Elengold, FDA Strategies01.24.14
Most new laws affecting drug manufacturing have unintended consequences, but the Generic Drug User Fee Act (GDUFA), which was enacted as part of the Food and D
Innovation Act (FDASIA), has provided contract manufacturers with dramatic unexpected issues.

The law is part of a series of user fee statutes that began with the Prescription Drug User Fee Act (PDUFA) in 1992, which was followed by programs for other products 
devices, and most recently a biosimilar program that was part of the Affordable Care Act (a.k.a. “Obamacare”). The overwhelming support in Congress for GDUFA was 
continuing resolution was corrected for GDUFA, but not made for the biosimilar program.

FDASIA was signed by President Obama on July 9, 2012, and GDUFA was swiftly implemented.  A provision of the law, unique to user fees, was the establishment of a
paid for all generic drug applications pending at FDA in order for their review to continue. Previous user fee programs grandfathered applications previously submitted bu
specific review goal.

FDA also required a first submission of “self-identification” by December 3, 2012. That included facilities that are required to pay fees, such as active pharmaceutical ingredient
(FD) facilities, but also covered other categories, such as “Bioequivalence (BE)/bioavailability (BA) sites that are identified in a generic drug submission and conduct clinical BE
samples collected from clinical BE/BA testing, and/or in vitro BE testing.” These sites are not currently subject to DFUFA facility fees; one can only speculate the reasons for th
is that these sitesmay become targets for facility fees in the future.

Other fees were established and increased in the current fiscal year as follows:

  FY 2013 FY 2014
DMF Fee: $21,340 $31,460
ANDA Fee: $51,520 $63,860
PAS Fee: $25,760 $31,930
Domestic FDF facility: $175,389 $220,152
Foreign FDF facility: $190,389 $235,152
Domestic API facility: $26,458 $34,515
Foreign API facility: $41,458 $49,515

Foreign facility fee differential: $15,000

An early consequence was the inclusion on an arrears list and bills received from FDA to firms that did not believe they were subject to these provisions since they were not inv
In some cases, FDA had been informed that the location was a “potential” site to be used in an ANDA, although the sponsor had not contracted for the actual use of the facility.
since they were unaware they had been identified by a potential customer and were very unhappy to be billed for the privilege.

FDA’s intent to enforce these provisions was shown in a Warning Letter issued to C.P.M. Contract Pharma GMBH & Co. in Feldkirchen-Westerham, Germany on September 1
on the publicly available arrears list, the letter noted:

“Failure to correct these violations promptly may result in regulatory action, including but not limited to seizure or injunction without further notice. Your facility may also be pla
the facility manufactures will be refused admission into the United States.”

Generic manufacturers have also seen an increase of FDA inspections, particularly overseas, funded by GDUFA. These have been followed by compliance actions, including W

Finally, an unintended problem facing those subject to GDUFA (as well as the other user fees) is that the Office of Management and Budget has determined that the user fees co
same sequestration rules that cut FDA appropriations. So industry is now paying fees that are not available to the agency, which must still try and meet the goals agreed to in neg
programs are popular with both parties, and it is hoped that a legislative fix will emerge.

All of the user fee programs have included a “sunset” provision that requires reenactment every five years. Contract manufacturers and others that may not have been active par
would be wise to participate when the process for renewal begins. CP
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Why Are UF and RRF Databases Important
When Selecting an E&L Provider?
This white paper from Element senior scientis, Kristin Treece, explores how
optimizing RRFs directly impacts the complexity and cost of your E&L studies.
White Paper released by Element

Logistics | Supply Chain

Maintaining Critical Drug Supply During COVID-19

Vincent Colicchio from Dr. Reddy’s talks about the challenges and solutions of maintaining supply during the pandemic.
Tim Wright, Editor, Contract Pharma 09.09.21

Global Outsourcing Trends

Lonza’s Jan Vertommen talks about building global manufacturing and development networks to advance innovative, life-saving therapies.
Tim Wright, Editor, Contract Pharma 09.09.21
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Sangamo Revenue Drops Due to Collaboration Endings
Velocity Appoints ICON Exec Rachael Buck as Head of U.K.
CVC Agrees to Acquire Mallinckrodt’s Therakos Business
Aeterna Zentaris Changes Name to COSCIENS Biopharma
Agios to Receive $1.1B Following FDA Approval of Vorasidenib
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Sirio Pharma Launches Range of Organic Gummies and Softgels
Researchers Use AI to Create National Glycemic Index Database
Older Adults Predisposed to Alzheimer’s May Benefit From Fish Oil: Study
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Waterborne Symposium Issues 2025 Call for Papers
R&D Coatings Announces Name Change to RDC Coatings
AkzoNobel Introduces FIDURA Coil Coating System
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EtO Sterilization Standard Updated
Diality’s Moda-flx Hemodialysis System Gains FDA 510(k) Clearance
BellaSeno Touts Positive Study Results for its Breast Scaffolds

Latest Breaking News From Contract Pharma

Sangamo Revenue Drops Due to Collaboration Endings
Velocity Appoints ICON Exec Rachael Buck as Head of U.K.
CVC Agrees to Acquire Mallinckrodt’s Therakos Business
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Odele Opens a Storefront on Amazon
Estée Lauder Companies Names Rashida La Lande EVP and General Counsel
Circana Reports 8% Growth in U.S. Prestige Beauty
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Cosmetify Names Nikkie de Jager the World’s Most Powerful Beauty Influencer
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L’Oréal’s Bioprinted Skin & Dove’s Deodorant Launch
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Latest Breaking News From Orthopedic Design & Technology

Aspen Medical Products Launches First Bracing Solution for PJK
Orthofix Posts Q2 Results, Raises Full-Year Guidance
Spineology Pockets $25M in Equity Financing

Latest Breaking News From Printed Electronics Now

Inovar Packaging Acquires The Kennedy Group
HID Acquires Sewio Networks
Schreiner ProTech Offers Labels that Protect RFID Chips
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