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PDUFA VII's Big Commitments: ‘Goal
Inflation’ Accelerates

by Michael McCaughan

Latest iteration of the Prescription Drug User Fee Act agreement negotiated
by US FDA and the pharmaceutical industry continues the trend to ever
larger sets of goals and commitments as part of the reauthorization
process.

The seventh iteration of the Prescription Drug User Fee Act agreement between the US Food &
Drug Administration and the pharmaceutical industry is, in a very literal sense, a big deal.

The goal letter, released by FDA for public comment in mid-August, is quite literally big, running
71 pages divided into six sections and 25 subsections. Each section outlines some set of goals and
policy development priorities — usually with multiple deliverables in the form of public meetings,
guidances or pilot programs — for FDA to focus on over the next five years. (Also see "PDUFA VII
Commitment Letter Qutlines Real-Time Review Expansion, Hiring Goals" - Pink Sheet, 23 Aug,
2021.)

By now, the format is expected as part of the every-five-year reauthorization cycle for the
program. But it is still very easy to overlook just how rapidly the scope of the agreements is
growing. Just looking back five years, the new agreement is substantially longer than the 46-page
agreement for PDUFA VI.

The new goal letter runs to more than 28,000 words — compared to 17,000 for the PDUFA VI
agreement. Given that the first goal letter ran just 640 words, that is an extraordinary increase.
Indeed, the “new drugs” section of the Federal Food Drug & Cosmetic Act runs less than 10,000
words after more than 80 years of amendments. The PDUFA VII agreement is 11,000 words
longer than its predecessor.

But that is all part of a trend over the thirty-year history of the program: with every
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reauthorization, the agenda set for FDA by the agreement expands. (Also see "The Real PDUFA
Inflation Rate" - Pink Sheet, 20 Jul, 2016.)

While the goals have grown, industry is hoping to contain the fee increases. (See sidebar for
related story.)

PDUFA VII includes several new review

goals for FDA, including deadlines for Bending PDUFA’s Cost Curve: PhARMA
feedback on post-marketing Looking For Sustainable Program
requirements, REMS assessment plans, Growth

and combination product study protocols.

It creates two new times of FDA/sponsor By Derrick Gingery

meetings. It authorizes a half-dozen new 13 Sep 2021

pilot programs, while reauthorizing Industry feels that sufficient program
several already started by PDUFA VI. And management tools are in place, but a PDUFA
it calls for issuance of dozens of VII negotiator says they need more time to
guidances and other policy documents, mature.

often preceded by public workshops to

help shape the ideas. (Also see "PDUFA Read the full article here

VII: US FDA Will Offer Additional Meetings
To Boost Rare Disease Endpoint
Development" - Pink Sheet, 30 Aug, 2021.)

The new agreements don’t just expand FDA’s workload, of course: they do fund new staff and
provide new resources for that work.

And, at least this time around, the expanded scope of the agreement is matched by expanded
support for new staff. The new agreement funds a total of 352 new staff positions in the drug and
biologic center, compared to 230 in the last agreement. Appropriately, the 53% increase in
staffing funded by PDUFA VII almost exactly matches the 54% increase in the page length of the
underlying agreement.

However, that new staffing is very heavily

weighted to the Center for Biologics More PDUFA VIl Commitment Letter
Evaluation & Research, where FDA and Coverage

industry agreed that a significant

investment is merited in anticipation of a o PDUFA VII Commitment Letter Qutlines
wave of novel cell and gene therapies Real-Time Review Expansion, Hiring Goals

moving through the pipeline.

CBER will receive a total of 228 new FTEs
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under the agreement — compared to just

32 of the new hires funded by PDUFA VI. e PDUFA VII Communications: Earlier PMR

That means CDER will actually grow more Talks, Formal Meeting Additions

slowly in PDUFA VII, with 123 new hires

funded compared to 171 in the last e PDUFA VII Will Fund Pregnancy Postmarket

agreement. Safety Update, Sentinel Upgrades, REMS
Standardization

Still, the significant bump in new hiring

overall amounts to a vote of confidence o PDUFA VII US FDA Will Offer Additional

that the agency has turned the corner on Meetings To Boost Rare Disease Endpoint

its challenges in recruiting and retaining Development

new staff. Thanks in part to new hiring

and payment flexibilities enacted as part

of the 215 Century Cures Act (signed into

law just ahead of PDUFA VI), FDA has been more successful in filling openings. (Also see "CDER
Hiring Is Booming: Flexibility Of Remote Work During Pandemic Helps Drive Numbers, Cavazzoni
Says" - Pink Sheet, 2 Jun, 2021.)

And FDA will have to continue with that success: the agency has a lot more work to do going
forward.
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