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Welcome and Introduction
Thamar Bailey:

Good morning. Hi, everyone. Itis 9:00 AM, so we’re going to go ahead and get
started.

But not without a technical difficulty.
Give me one moment.

All right. Good morning and thank you all for joining us today for a public meeting on
the Prescription Drug User Fee Act, or PDUFA, and Biosimilar User Fee

Amendments, or BsUFA, Hiring and Retention Assessment.

My name is Thamar Bailey, and I'm a social scientist within the Center for Drug
Evaluation and Research’s Office of Programs and Strategic Analysis. And today I'll

be serving as your meeting moderator.

As a quick overview of why we are all here today, this public meeting is being held to
meet performance commitments included in BsUFA, excuse me, PDUFA VIl and
BsUFA Il commitment letters. The letters state that the FDA will utilize a qualified,
independent contractor to conduct an assessment of its hiring and retention of staff

for the human drug review and biosimilar biological product review programs.

For context, this assessment builds upon the findings from three previous
assessments conducted by independent contractors under previous PDUFA and
BsUFA reauthorizations. Following the completion of the assessment, the FDA
agreed to hold a public meeting for the independent contractors to share their
findings and recommendations. Today’s meeting will ensure the completion of this

commitment.

In terms of today’s agenda, we have two formal presentations prepared for you. The
first is from Valerie Overton, vice president at Eastern Research Group, or ERG.
Valerie will provide an overview of ERG’s assessment results and recommendations.

We will then have a fifteen-minute break before Melanie Keller, FDA’s Deputy Chief
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Operating Officer, and Chantal Dawson, FDA’s Acting Chief Talent Officer, present
FDA'’s response to the assessment.

Following the FDA’s response, we will have the prearranged list of public

commenters to provide their comments.

While the public comment list is finalized, please keep in mind that you can submit
comments to the public docket until October 24th. You can find the public docket on
the FDA'’s public meeting web page, or directly through the Federal Register. We'll
post a link to the public meeting, or the public docket in the Q&A for this meeting.

A few housekeeping items before we begin.

We have many people participating virtually today. Or at least registrants. If your
audio or visual connection diminishes at any point during today’s meeting, we
recommend trying to reconnect to the system. If you experience other technical
issues during the webcast, please type your issue into the Q&A online or e-mail
CDERProgramEvaluation@fda.hhs.gov.

If schedule modifications are needed, we will communicate those verbally and post
them to the Q&A. For those of you attending the meeting in person, restroom
facilities are located down the hall to the right of the conference room. A video
recording and transcription of today’s meeting, as well as the slides presented, will

be published on the FDA website after this meeting.

Now I'll turn it over to Valerie Overton who will present the assessment findings and

recommendations.

Thank you.

Presentation of the Assessment
Valerie Overton:

Thank you, Thamar.

So, as Thamar said, I’'m Valerie Overton with Eastern Research Group, or ERG, and

I’m here to present our third-party independent evaluation of FDA'’s hiring and
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retention program for the human drug review and biologic/biosimilars staff in support
of PDUFA and BsSUFA.

In this presentation this morning, I’'m going to first give an introduction to the
evaluation itself in terms of what the key objectives of the evaluation were and what
guestions we attempted to answer in order to address those key objectives. And
then I'll talk about the methods we used to conduct the evaluation. And then I'll
present a summary of our results in the form of integrated, synthesized answers to
the assessment questions, and our conclusions in the form of findings and

recommendations.

So, with that, I'll give a quick introduction to the assessment. Sorry, the clicker is
being a little sticky. So, there were three key objectives for this evaluation. As
Thamar indicated, this evaluation is to fulfill an FDA commitment for PDUFA VIl and
BsUFA Ill. And the key objectives for the evaluation came from a combination of the
objectives that are stated in FDA’s commitment letter for PDUFA VII and BSUFA IlI,
and also from FDA leadership who were interested in additional topics beyond those

specified in the commitment letter.

So, the first of the three key objectives is to document and analyze enhancements
made to FDA'’s human drug review program in hiring and retention since the final
PDUFA VI assessment. And just to be clear, the enhancement areas that we will talk
about this morning are ones that began before that final PDUFA VI assessment and
have continued on since then, and so our task was to evaluate the progress made
between the time of the final PDUFA VI assessment and the period of our

evaluation, and the impacts of that progress.

The second key objective was to build on previous assessments to capture the
current status of FDA'’s recruitment, hiring, pre-employment onboarding, and
retention of new hires, and the effectiveness of current practices. The third key
objective was to assess the transparency in the hiring process from the perspective
of various interested parties. And so those parties include the agency-level HR staff
in the Office of Talent Solutions and the Office of Human Capital Management; the
center-level HR and HC staff and each center’s Office of Management; and staff at

the level of hiring managers; and also from the perspective of new hires — that is,
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staff who’ve been at FDA for a year or less who were able to reflect on their
experience as candidates through the recruitment and hiring process.

So, in order to address these key objectives, ERG created a set of three to five
guestions for us to answer for each objective. For key objective one, which was the
evaluation of the progress on the enhancement areas to the HR/HC program, the
assessment questions are: What is the status of the planned enhancements? What,
if anything, caused any delays in implementation? To what extent were
enhancements implemented with fidelity? And by that, we mean, to what extent was
FDA’s implementation of the enhancement areas consistent with the stated goals of
those enhancements? And then, what is the impact of the progress made on those

enhancement areas on hiring and retention outcomes?

The second key objective was the status of FDA's recruiting, hiring, pre-employment
onboarding, and retention of staff for the human drug review program and
biologic/biosimilar staff. And so, the assessment questions for that key objective are
just that: What is the current status of FDA recruiting, hiring, pre-employment
onboarding, and the retention of new hires? We also asked about how these
outcomes compare to those of similar agencies — by which we mean agencies that
are also have a science-based mission and of similar size and structure — and how

do they compare with outcomes that we see in industry?

The third key objective was about transparency, and so the assessment questions
for that key objective: Are Hiring processes clear to FDA’s HR/HC staff? How
transparent is hiring to other FDA staff, in particular, hiring managers? And how
transparent is hiring to new staff? Again, those reflecting on their experience as

candidates during the recruitment and hiring process.

So, in order to conduct this assessment, we first created an evaluation design. We
established the assessment questions, and we established sets of metrics that we
would need to develop in order to have the data to answer those questions. We then
created a set of data collection protocols and instruments that we used to collect
those data. We then entered our data collection phase, in which we conducted
surveys, interviews, and focus groups with the various categories of staff that |

mentioned before — in terms of agency-level HR/HC staff; center-level HR/HC staff;
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CDER and CBER staff in general; and including new hires — those who have been at
FDA for a year or less and could reflect on their experience in the recruitment and

hiring phases.

We also obtained data from FDA'’s internal data systems on HR so that we could
evaluate the processes, the timeliness, the outcomes of those hiring, retention, and
hiring processes. And we obtained publicly available data so that we could do some
comparisons of hiring and retention outcomes between FDA and other similar

agencies and industry.

So, to be fully transparent, | want to acknowledge that the results that I'm presenting
here this morning pertain to the period of time of our data collection period, and that
was from October 2023 to January 2025. We do not have data for the period after
January 2025 and cannot characterize the state of hiring and retention at FDA after
January 2025. So, throughout the presentation this morning, when | refer to the
current status of FDA recruiting, hiring, pre-employment onboarding, and retention,

I’m referring to this period of October 2023 to January 2025.

After collecting all of these data, we then conducted quantitative and qualitative
analyses in order to interpret the results and develop our conclusions in the form of
integrated, synthesized answers to the assessment questions, and a set of findings

and recommendations.

And so, now I'll talk about our results, as | said, in the form of answers to the

assessment questions. And I'll do that by key objective and by assessment question.

So, | mentioned earlier that the first key objective was to examine progress made
and the impacts of that progress on HR/HC program enhancements since the time
from the final PDUFA VI assessment through the data collection period that |
mentioned. We looked at three enhancement areas. The first area was
enhancements to FDA’s HR data systems, and those include ATLAS, the Applicant
Tracking Lifecycle Analysis Solution, which tracks agency-wide Office of Talent
Solutions hiring processes; and AOIS, the Administrative Operations Information
System, which is a CDER-specific HR data system that tracks and handles CDER-
specific HR activities for human drug review staff; and PathHR, which is a CBER-
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specific data system that tracks and handles CBER-specific HR activities for human
drug review staff. So that was the first enhancement area that we looked at.

The second enhancement area was the integrated HR/HC service delivery model.
This model seeks to integrate HR processes across the full HR workforce to
streamline and enhance workforce planning, recruitment, development, and retention

efforts across the agency.

The third enhancement area that we looked at was leadership succession planning.
This planning seeks to manage and mitigate the potential impacts of attrition among

senior FDA leaders.

So, again, we looked at these three enhancement areas for the period that |
mentioned — October 2023 to January 2025.

So, I'll talk about each of those enhancement areas separately — the first is the HR
data systems. What we found overall is that FDA’s HR data system enhancements
have modernized and streamlined HR processes, thereby improving efficiency and
transparency. | mentioned we had a set of assessment questions for each
enhancement area — the first one being, what is the status of the implementation?
And what we found is that FDA has implemented all of the enhancements that were
planned from the time of the last PDUFA VI final evaluation through our data
collection period, and that FDA continues to refine the systems based on user
feedback, which is best practice. We found that there were no significant delays, and

that FDA implemented most enhancements on schedule.

We also found that there’s a high degree of fidelity — that is, FDA’s implementation of
the enhancements to the HR data systems aligned closely with the stated goals for
those enhancements, and that the impacts were positive. The enhancements to the
HR data systems successfully automated and streamlined previously manual
processes. They provide real-time data for status checking and decision-making. We
found a decrease in the average time to complete the portion of the hiring process —
the steps of the hiring process that are tracked in ATLAS for employees who support
PDUFA and BsUFA. We also found that some users would like more integrations
and broader access — and this is a typical finding. When we find that an agency has

been successful in enhancing their data systems, people tend to want more. People
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identify more areas of further enhancement, and so this finding that some users
would like more integrations and broader access is consistent with a positive finding
of successful implementation of the planned enhancements. And in fact, | know that

FDA is planning, as | said, to continue to refine the data systems.

The second enhancement area is the integrated service delivery model. Overall, we
found that FDA’s HR/HC integrated service delivery model fosters a more unified,
collaborative approach with improved skill-building and data. Again, with this
enhancement area, we found that FDA completed all of the planned initiatives and
action items on schedule — that they are fully implemented or are on track if the
planning for those elements of the model are still ongoing in terms of the planned

timeline. So, there are no significant delays.

We did find that FDA encountered some challenges along the way and was
successfully able to mitigate those challenges in order to continue to make progress.
We also found that FDA'’s implementation of the service delivery model
enhancement aligned with the stated goals, and that the impacts have been positive.
We found that people have reported improved training, development, and
engagement; improved collaboration, although again, this is an area where further
improvement continues to be desired — we’ll talk about that a little bit more later; we
found improved data analytics and integration to support decision-making; and
expanded use of Title 21 to increase hiring flexibility and competitiveness. So, FDA
has a variety of hiring pathways. I’'m not going to describe them all because there are
many, but Title 21 is one of those pathways that has been brought into greater use in

order to expand flexibility.

The third enhancement area is leadership succession planning. And overall, again,
for the period of the data collection that | referred to — October 2023 to January 2025
— we found that FDA's leadership succession planning initiatives have helped identify
risks and strengthen the agency’s leadership pipeline. All planned initiatives and
action items are complete or on track, with no significant delays. We did find that
some center-level planning was challenged by unexpected vacancies and resource
limitations, but the centers have worked diligently to continue to make progress, and
that the implementation aligns with the stated goals for the leadership succession

planning initiatives.
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And again, positive impacts. We found that trainings and programs are available to
develop needed skills; agency-level planning provides guidance for center-level
activities; and reports and analytics to identify succession planning challenges are in

place.

So, that was the key objective one — the enhancement areas. Now I'm going to talk
about key objective two, which is the current state of FDA recruiting, hiring, pre-
employment onboarding, and retention. And so, I'll talk about those topics one by

one. Again, this is for the period of October 2023 to January 2025.

So, overall, for FDA’s recruiting, we found that FDA'’s current practices yield a
sufficient talent pool to produce skilled, qualified hires that meet CDER and CBER

staffing needs.

So, I’'m going to talk about successes and also some remaining challenges. One
success that I've mentioned already is the expanded use of Title 21 to make FDA
more competitive to applicants. We found that outreach at conferences and hiring
events, use of social media, and strategic partnerships were all successes in
contributing to FDA'’s ability to develop a talent pool sufficient to meet its needs. We
also found solid satisfaction among HR/HC staff with the recruitment processes that
they control, and importantly, we found satisfaction among new hires with the

recruitment process and with their decision to work at FDA.

So, in terms of remaining challenges, one challenge is something that was identified
in the previous PDUFA VI evaluation and continues to some extent during this period
of evaluation for PDUFA VIl and BsUFA lll. And this is not a pervasive issue — it
doesn’t happen all of the time — but we did still hear that occasionally there are
disagreements between the agency-level Office of Talent Solutions and center-level
staff about whether candidates are qualified for a position. And when those instances
do happen, that leads to inefficiencies and then needing to navigate those
disagreements and determine what candidates can be pursued. We also found that
there were limited mechanisms for potential applicants to learn about Title 21 — at
the time, primarily through word of mouth and LinkedIn — although FDA has been
piloting an expanded announcement process, and so that may have changed.
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So, the next topic is hiring, and for that, we found that FDA’s current practices
appropriately evaluate candidates and identify future employees to support FDA'’s

public health mission.

Again, I'll talk about successes and then remaining challenges. And again, so, the
expanded use of Title 21 was found to be a success both for recruitment and also for
hiring — in terms of streamlining hiring. Of the hiring process steps that are tracked in
ATLAS, which is that agency-level data HR data system, we found that there was a
reduced time to complete those steps, and so that reflects a speedier, more efficient
process. Again, we found a solid level of satisfaction among new hires with the hiring
process, and we also found that hiring managers were satisfied with the processes
under their control, and that the Office of Talent Solutions — OTS — staff were
satisfied with the overall hiring process. We also heard from folks in some of the
center offices that they were using standardized interviewing and screening
processes and found those to be effective in the hiring process, and so that we found

at the office level not necessarily agency-wide.

So, in terms of remaining challenges, one is the length of the process overall, and
this is largely outside of FDA'’s control — in that, with any federal agency, there is a
lengthier process typically than you would find in the private sector, and that the
length of the process sometimes leads candidates to seek jobs elsewhere. And in
the case of the new hires who we surveyed and interviewed and focus-grouped —
they, of course, did wind up at FDA, they were new hires — and some of them did say
that because of the length, they had decided to kind of pursue other opportunities,
but then they were able to persist and did go on to join FDA. We also heard from
some of the HR/HC staff that they occasionally do lose candidates because of the
length of the process. We did hear from some center HR/HC staff express concerns
about the time that it takes to generate certificates of qualification for candidates and
to generate tentative job offers. We also heard from some staff about workflow gaps
in the HR data systems. So, | mentioned that there’s ATLAS — the agency-wide data
system — and center-specific systems. And so, in some cases, we heard about some
gaps — for example, a lack of a tracking mechanism for hiring packages between the
center and the center Office of Management and the agency-wide Office of Talent

Solutions. So, for Title 21, the process is a little bit — the hiring process is a little bit
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different than for some of the other hiring pathways. For Title 21, the Office of Talent
Solutions qualifies candidates after the center has selected a candidate, and in a few
cases, that led to inefficiencies if the Office of Talent Solutions — OTS — did not deem

that candidate to be qualified for the position.

So, talked about recruitment and hiring; now I'm going to talk about pre-employment
onboarding. So, what we found here is that FDA’s current practices lead to
successful completion of security checks and ethics pre-clearances within the

expected timelines.

So, in terms of successes, we found standardized, clear processes for its staff
responsible for those security checks and ethics pre-clearances. We found that the
processes that are within staff control were occurring in a timely manner. Again, we
found a good level of satisfaction among new hires with the pre-employment
onboarding processes, and that includes the new employee orientation, which is
cited as a positive.

In terms of remaining challenges, we did find, in some instances, that there was
some confusion about who is responsible for initiating security and ethics
clearances, and that, in some cases, we found that there were delays outside of
FDA'’s control. So, for example, if a candidate did not submit their paperwork in a
timely manner, that then led to some delays in either security or ethics pre-

clearances.

In terms of retention, through FY 2024, which is the last fiscal year for which we had
complete data, we found that FDA'’s retention practices have contributed to high

retention rates and, conversely, low attrition rates.

In terms of successes, we found a high degree of satisfaction among new hires with
their decision to work in their current position and in their center. We also found that
a strong retention factor was staff’s appreciation of FDA’s science based public
health mission. We also found agency-level HR/HC staff satisfaction with work-life
balance and programs as a retention factor, and Office of Talent Solutions and Office
of Human Capital Management staff satisfaction with HR/HC culture. We also found

that one of the strongest retention factors that we found in surveys was telework and
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work schedule flexibility. Again, that’s for the period of October 2023 to January
2025.

So, remaining challenges, we did hear from some staff that there was a desire for
more growth opportunities, and we did hear from some HR/HC staff and hiring
managers about the difficulty of competing with industry salaries. Again, that is
mostly outside of FDA’s control.

As | mentioned, we looked at HR/HC outcomes for other similar agencies and
industry, and overall, what we found is that FDA performs comparably across most

outcomes and has better retention rates.

So, for successes, we found that FDA’s HR/HC structure and practices are
comparable to those of similar agencies, that FDA’s outcomes are comparable to
similar agencies and industry in terms of length of service and accession rates, and
that FDA — and in particular CDER and CBER, is/are the centers that we looked at;
we did not look at other centers — retention rates are somewhat higher than similar

agencies and substantially higher than in industry.

In terms of remaining challenges, we found that, despite the improved time to hire
and salary flexibility — with Title 21 in particular — industry can still hire more quickly
and at higher salaries. Again, that is something that’s largely outside of FDA’s

control.

So, the third key objective that | mentioned was transparency of hiring to various
groups within FDA, and I’'m going to start with HR/HC staff. So, here, what we found
is that roles, processes, communication, and collaboration are clear within an

organizational unit, but sometimes less clear across organizational units.

In terms of successes, again, we found the clarity of roles and the availability of
resources within an organizational unit, with the use of the enhanced HR data
systems and improved ability to track status and to have ownership over hiring
actions, which also included increased transparency for staff on those topics. We
also heard about regular meetings about shared processes that were very useful

and definitely cited as a positive.

11
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In terms of remaining challenges, we did hear from some staff about insufficient or
untimely communication about policy and process changes, and some lack of clarity
about cross-office points of contact, communication, and collaboration, and again,

some gaps in HR data system workflows, integration, and access.

So, I'm also going to talk about the transparency to other FDA staff, focusing
primarily on hiring managers. What we found here is that hiring managers
understand their roles and appreciate status tracking with data systems, but could
benefit from improved communication. So, the successes here are largely the same
as what | described for the HR/HC staff at the agency-level. Again, the clarity of
roles, availability of resources, status tracking, and action ownership — regular

meetings about shared processes.

Some of the remaining challenges are also similar in terms of some staff mentioning
insufficient or untimely communication about policy and process changes, some lack
of clarity about cross-office points of contact, communication, collaboration.

And for hiring managers in particular, we heard some express concerns about HR
system data accuracy, access, and timing in the hiring process, and that really has to
do with those workflow gaps — like, if there are gaps in workflows across systems,
then the data that the hiring managers see might not be fully up to date.

So, in terms of new staff — again, these-we defined new staff as employees who've
been at FDA for a year or less, who are able to reflect on their experience as
candidates during the recruitment and hiring process, and pre-employment process.
So, what we found here is that, while progress has been made, CDER and CBER

new hires still have mixed experiences with hiring process transparency.

So, in terms of successes, again, there’s been some progress on hiring process
transparency. Remaining challenges is that in some cases, we heard from new hires
that during the recruitment and hiring process, they sometimes were not receiving
updates on their status or the timeline of the hiring process with sufficient frequency
to feel confident that they understood where they were, and that led, in some cases,
to candidates pursuing other job opportunities. We also heard, in some cases, that
while they were applicants, they received contradictory information or multiple

requests for information from different HR staff, which, in some cases, caused some

12
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confusion — again, not a pervasive problem, but something that did occur from time
to time. We also heard from new hires that they held a perception that their salary
would be higher if they were hired into a different office within the same center, or

within a different center.

So, with all of those results in mind, we developed a set of findings and
recommendations, and I’'m going to describe those findings and recommendations
by category — in terms of overall findings and recommendations, and then by specific

topic.

So, for HR/HC overall, what we found is that FDA’s HR program has improved —
FDA attracts and retains qualified staff — so, no action needed in this case. Due to its
flexibilities, Title 21 — the Title 21 hiring authority — is attractive to both candidates
and FDA’s staff, so, no action needed here. As | mentioned before, we also found
that communication-coordination across offices and centers continues to be a pain

point.

So, here, what we recommend is that FDA clarify roles and touchpoints for
processes that require cross-unit collaboration or coordination; consistently
communicate and document policy and process changes directly to affected staff,
and not necessarily through the trickle-down approach; and have changes take
effect at predictable points, such as the start of a new pay period; and explore further
HR data system integrations and various types of access, which | know is already on
FDA'’s radar, and there’s been some discussion and planning for that, even during
our assessment period. So, that is really a recommendation to continue that effort.

In terms of the enhancement areas, FDA has successfully implemented each
enhancement area with minimal to no delays and in alignment with the stated goals.
So, our recommendation here is really to continue on — for the HR data systems,
continue to implement updates and address missing or unintegrated workflows,
including processes that span offices and centers, and expand access for more staff
in more roles where feasible. And again, | know that this has already been part of the

discussion and planning.

In terms of HR practices for specific topic areas, we found that FDA’s recruitment

and outreach strategies are effective in making opportunities visible to prospective

13
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applicants, so, no action needed here. We found that FDA'’s hiring process is
effective — good practices promote fair, consistent treatment of candidates. Staff
sometimes experience challenges with which candidates are deemed qualified on
certificates and confusion about who is responsible for initiating security and ethics
preclearance processes. So, here, one recommendation is to expand the
standardized screening and interview practices that | mentioned that some offices
have already instituted within the centers. So, to be clear, this is based on office-
level experience — we don’t have data on this at the agency-wide level — to address
gualifications procedures, to ensure hiring managers and Office of Talent Solutions
HR specialists share common understanding about which candidates can be
considered qualified, and to clarify roles and responsibilities for security and ethics

pre-clearance initiation across all involved patrties.

Another finding is that, due to the length of the hiring process and less than optimal
frequency of touchpoints or communication, FDA sometimes loses qualified
candidates. And so, here, the recommendation is to add touch points with
candidates to communicate the status of their status within the hiring process and
the timeline of the hiring process more frequently, and to express appreciation for
their patience with that timeline.

Another finding is that agency- and center-specific new employee orientations are
effective in preparing staff to begin work at FDA. So, no action needed there. And
again, it was striking that we found that most new hires are satisfied with the decision
to work in their current position and center. So, no action needed there. And FDA'’s
retention initiatives are largely effective, but some challenges exist. And here what
we would say is that, to the extent possible — or when possible — continue or
reestablish valued retention initiatives, create and publicize leadership development
and promotion opportunities, and convert employees to Title 21. So that is certainly

like a “when possible” and “where feasible” recommendation.

We also - you may have noticed that at certain points in the presentation | mentioned
the timeliness - the amount of time that it took for specific steps that are tracked in
specific data systems in the recruitment and hiring process. So, we were able to
analyze the time it took for specific steps. However, FDA data on time to hire overall

exists in those disparate data systems, making it difficult to accurately calculate the
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total time to hire. So, within specific elements of the hiring process, as | mentioned in
the presentation earlier FDA generally meets its service level agreements or SLAS. It
would be useful to be able to evaluate the overall time to hire and what each step in
the process looks like in terms of the time that contributes to that overall process. So,
our recommendations here are to investigate mechanisms to calculate total time to
hire across the disparate systems and to identify data for individual process phases,
and to analyze factors contributing to total time to hire beyond the current service
level agreements for specific steps and identify opportunities to reduce overall hiring

timelines.

In terms of transparency, we found that new hires are generally satisfied with the
hiring process and their decision to join FDA but lack transparency about their status
during that process and that sometimes causes them to seek employment
elsewhere. So, as | mentioned earlier, our recommendation is to add touchpoints to
communicate status and next steps. Staff involved in hiring generally understand
their own roles and processes but do not consistently find roles and processes in
other offices and centers to be transparent. So, as | mentioned earlier, the
recommendation is to clarify cross-unit communication and coordination. FDA’s data
systems have greatly improved the transparency of hiring actions and statuses, and
opportunities for improvement continue to exist. And so, as | mentioned earlier, the
recommendation is to continue to add workflows and expand access to more staff,

which again | know has been in discussion and planning.

So those were our results and findings and recommendations for this assessment of
hiring and retention for human drug review staff and biosimilars review staff who
support PDUFA VIl and BsUFA lll. For more information, you can see the report —
our full report, which has more details — that’s published on FDA'’s website, and as

Thamar indicated earlier, FDA is accepting public comments through October 24th.

Thamar Bailey:

Thanks Valerie. All right it is break time. | will put the time on the slide here.
I'll also put it in the Q&A but we’re going to take a pause for about 15 minutes. Thank

you all.

[15-minute break]
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All right we’re going to get started in about a minute or so.
[Break continues]
I'll just give folks a couple more seconds to get settled.

All right.

FDA Perspective
Thamar Bailey:

Hi, welcome back to our PDUFA/BsSUFA hiring and retention assessment public
meeting. I'm now going to turn it over to Melanie Keller, FDA’s Deputy Chief
Operating Officer, and Chantal Dawson, FDA’s Acting Chief Talent Officer, to deliver

FDA’s response to the assessment.

Melanie Keller:

Thank you, Thamar.
Good morning and thank you all for being here and those of you online.

Together with Chantal Dawson, our Acting Chief Talent Officer, we will present the
FDA'’s response to the assessment. | definitely want to thank our partners at the
Eastern Research Group — Valerie, you and your team. There’s been some excellent
work on this assessment, and it's been a few years that this has been ongoing. And |
definitely want to thank Thamar, Kim Taylor, the whole CDER team that worked
together, and all the staff that at FDA that participated in the assessment. | think it
truly took a village to get us here today, and I’'m grateful for the findings and the
recommendations, and as | tell my staff and my children, feedback is truly a gift. And

so, we will be taking that all in.

As Valerie mentioned, it's important to note that the assessment was conducted over
the years of 2023 to 2025, January, and the FDA has experienced significant
changes in the past several months in 2025. And | also want to note that this is the
fourth assessment of hiring and retention, and as | look back to 2017, boy, we've
come a long way as an agency, and the and the staff that work on HR have just had

tremendous successes and accomplishments. And I'm really appreciative of industry
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484  because over these past many years they have said, “hiring at FDA is so important
485 that we are going to ensure that we’re monitoring it and giving it the support that it

486  needs to be successful.” So that tells us how important this work is.

487  As | look back at the assessment overall, | kind of consider it our report card, and |
488  would — | would say I’'m very proud of all the accomplishments, of all the successes,
489  and the tons of improvement that the agency has seen. And if | were to take this
490  report card home to my mom, she would say, “good on ya!” So, really happy about

491  that.
492  We can go to the next slide. Okay, great.

493  So, on January 21%, the president issued a government-wide hiring freeze. And this
494 is a typical practice that we see in changes of administrations. The freeze has been
495  extended twice and is presently set to expire on October 15th. But despite the hiring
496  freeze, Commissioner Marty Makary was able to obtain a large exemption from the
497  Office of Personnel Management for the FDA so that we could continue the critical

498  work of hiring and retaining our world-class workforce.

499  Also, this past spring, FDA experienced significant reductions due to the HHS

500 reduction in force. These reductions were felt predominantly in our administrative

501 and business operations areas. These areas were identified as having duplication
502 and some inefficiencies. The HHS’s RIF eliminated the staff — largely staff within

503 CDER and CBER offices of management that performed HR and human capital

504  support to the Office of Talent Solutions — and they also provided direct support to
505 CDER and CBER hiring managers. It's important to note that these changes were
506 not just made to CDER and CBER; they were made across the organization at large,
507 and the HHS RIF created for us a reduction of approximately 30% in the Office of
508 Talent Solutions and the Office of Human Capital Management at the FDA’s

509 enterprise level. So, reductions were felt across.

510 So, these major reductions have required FDA to operate differently and create a

511  centralized shared service model to ensure that CDER and CBER and the rest of the
512 agency have the HR support that they need. These reductions were executed

513  quickly by HHS, and our FDA leadership — Commissioner Makary; Chief of Staff, Mr.

514  Jim Traficant; Chief Operating Officer, Dr. Barclay Butler; Chantal Dawson; and
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myself — along with our incredible teams of dedicated staff, are doing everything we
can to stabilize, repair, and grow. FDA also experienced additional workforce
departures from programs like the deferred resignation program — you may have
heard it referred to as DRP or “the fork.” We had voluntary early retirement offerings,
voluntary separation incentives, and all of that was in addition to our regular

retirements and separations that FDA sees.
Next slide.

So, like any great change, FDA'’s transformation shows that while the workforce
reductions, the hiring freezes, and the restructuring create short-term declines, we
are rapidly focused on executing our centralized shared service model, streamlining
the HR processes that Valerie spoke about to enable a recovery and to drive long-

term improvement over time.

So, as you look at this J-curve, after the reductions we experienced a decline in HR
support — in a way, if we think about it, the hiring freeze kind of helped mitigate the
impact of that because we weren’t used — we weren’t expected to rapidly hire as we
normally are. So, our focus then was to stabilize, identify the resources that
remained, centralize — because we could not operate the way we did before — and

create efficiencies, and move forward.

So, as | look at the J-curve, | would say we’re in the upward slope of the recovery,
but not quite back to the status quo. And our intention is to create more efficiencies

to reach an even higher HR service delivery over time.

We have an incredible staff. They’re working hard every single day. They want to
climb the curve, shorten the time, the duration, and the impact. And lastly, we are
very grateful to Congress for giving us the Title 21 authority that Valerie mentioned a
few times in her presentation. That Title 21 hiring and pay flexibility truly enables us
to reduce that time to hire and to have the flexibility to attract and retain those
experts. We're also grateful to HHS and the White House for their continued support

of the agency and that authority.
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So now, we can go to the next slide — I will turn it over to Chantal Dawson who, by
my book, is an impactful HR executive; she has deep experience, and she will lead

us through this critical time. Chantal.

Chantal Dawson:

Good morning.

Thank you so much, Melanie, and thank you to Valerie and the ERG. | appreciate
the walkthrough of the findings this morning and sharing such detailed information to
give us insight into the assessment, the various pieces, and then as we talk about
the path forward. So, | appreciate the opportunity. | consider it a privilege to be able
to stand before you as the current human resource leader here at the Food and Drug
Administration, being a part of the assessment, now seeing these findings, and
looking forward to the solutions that we will incorporate from the findings to continue

to push hiring forward for the Food and Drug Administration in a positive way.

FDA has transitioned to implement a centralized shared-service model, and this
model distinctly streamlines services, eliminates redundancies, and delivers a more
consistent, efficient, and responsive support to FDA centers, offices, and programs.
When we think about this shared-service model and what's been implemented, it's
across twenty different business lines — of course, one being human resources. And
S0, we’re super excited to share that this shared-service model is producing many
more efficiencies. For instance, it’s allowing much more direct connection with hiring
managers. It's increasing the level of collaboration. It is delivering a higher level of
guality-of-service with the hiring managers — all to ensure that in hiring, we are
reducing the time to hire, we are creating additional efficiencies, and delivering hiring

selections and actions in a more timely and effective manner.

| also think about the CDER and CBER staff that existed or previously existed in the
centers, as we’ve heard through the assessment. We’re excited to also share that
those staff that do remain have been realigned to the Office of Operations to help
continue the HR efforts. And so, having those additional resources join addresses a
lot of the findings, creates a lot better collaboration — more consistency in processes

and procedures — and also helps to support the model that we’ve put in place.
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We've also been able to look at the steps in the process—and we heard about that
through the findings. And through creating the shared-service model, the
collaboration and inclusion of the CDER and CBER staff that remain, and through
the work that we’re doing with managers, we’ve been able to eliminate 2 to 4 steps in
the process, which will significantly impact the flow of the process, the efficiencies,
the relationships, the timeliness to hire, and our ability to execute on HR actions.
Additionally, we’ve been able to leverage, as you've heard about, different IT
innovations and solutions to help drive those things forward. When we think about
the gaps in the process that have been identified, these IT systems reduce workflow
backlog; they create transparency into the system; they create much more
transparency and clarity with the hiring manager regarding where we are in the
process; and they give much more visibility to ensure that we are executing on hiring
actions as quickly as possible, and that we are identifying the right steps in the

process.
We can go to the next slide.

As we look forward, again, as Melanie shared, we are so appreciative of our
commissioner and his support of hiring here at the agency and his understanding of
the need for us to ensure that we have the right mission-critical support to execute
the mission of the FDA. And so, our commissioner has specifically gone and
received approval for us to hire over 1,050 staff to support the direct reviewer,
inspector, and criminal investigator work here at the agency, which is the heartbeat
of the agency.

Coupled with our shared service model, we are very confident that we will be able to
quickly and efficiently execute on those hirings, and those hirings will significantly
impact CDER and CBER.

For much of CDER and CBER, our commissioner’s also been able to successfully
secure for FDA approvals for hiring exceptions. As Melanie stated, earlier this year
we’ve gone through a hiring freeze with two extensions. However, that has not
slowed down the ability for us to meet our mission-critical responsibilities and hire
the mission critical positions for the agency. And so, with the support of the

commissioner, we've been able to partner with HHS and OPM to secure exceptions
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and approvals to the hiring requests that specifically support CDER and CBER hiring
activities and work — again, to be able to ensure that we are able to fill our mission-
critical work and to make sure that we’re able to execute on that. Our commissioner
will continue to advocate for the agency to ensure that we’re hiring a world-class
workforce. And we are prepared to continue to support those efforts, to be able to
drive hiring forward for the agency and to be able to implement a lot of the findings

and things that we’ve heard today through the report.
We can go to the next slide.

I’'m super committed as the current HR leader to ensure that we first of all
acknowledge — | think — the accomplishments that we’ve seen through the various
assessments that have been completed and to be able to learn and to yield — to
review those recommendations and findings and look for opportunities to implement
additional practices into our shared-service model to continue to drive efficiencies, to
reduce redundancies and duplication, and to be able to drive forward the hiring of the

agency.

So, | again appreciate this opportunity. Thank you to the ERG for the work that was
done, and I look forward to how FDA continues to take hiring forward to support the
efforts for the Center for Drugs and the Center for Biologics. Thank you.

Public Comments
Thamar Bailey:

Thank you, Melanie, and thank you, Chantal, for delivering the FDA response.

Our next session is dedicated to public comment. Before this meeting, FDA invited
everyone who registered for this meeting by September 15th to indicate whether
they would like to provide public comments at today’s meeting. Today, two people
will provide public comments on the perspectives of patients, consumers, healthcare
professionals, scientific and academic experts, regulated industry, and others. Each
speaker will have approximately 10 minutes or shorter to provide their comments. It's
my responsibility to notify speakers when they have reached their time limit. I'll invite
each participant to speak one at a time.
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Ouir first speaker is Ms. Juliana Reed from the Biosimilars Forum. Juliana is joining

us virtually. Juliana, you may unmute and begin when you’re ready.

Juliana Reed:

Thank you very much and sorry I'm not there in person, but thank you for having this
meeting and giving us an opportunity to comment on this very, very important

subject.

So, I'm Julie Reed. I’'m the executive director of the Biosimilars Forum. It's my honor

to represent the US biosimilar industry here in the US and to be part of this meeting.

First thing, | want to thank all of you at the FDA. We know it’s been a year of change,
and you have — we want to share with you how grateful we are and how much we
support what you do. It is so important for not just our industry, but for the patients
we serve, that the FDA is able to continue what it does and have the resources it

needs.

We’re also appreciative, though, of the potential changes and improvements at the
FDA to increase efficiencies and to decrease redundancies in regulations that slow
review and approval of biosimilars in the US. We believe that the biosimilars program
is an excellent example of an opportunity inside the agency to streamline the
development of biosimilars and to decrease the cost and time of review of a
biosimilar application, but also to use the right FDA resources at the right time and in

the right place.

We’re celebrating the 10th year this year of the first biosimilar approved in the US.
The FDA has approved over 70 biosimilars in the last 15 years, and we also have 15
years of biosimilar development here, both on the FDA side but also industry, and
with our Forum’s member companies. Now is exactly the right time to take a look
internally at the FDA with the support of industry to improve the way biosimilars are
developed, but also reviewed and approved inside the agency. There are efficiencies
that could occur and be implemented, again, that’ll decrease cost and decrease time

and allow industry to bring more biosimilars to the US.

This is extremely important. Right now, given the cost and time and the market
barriers in the US, the biosimilars industry is facing what is called the “biosimilar
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663  void.” Over 80% of the brand or reference biologics that will have expiration of their
664  patents in the next 10 years do not have a biosimilar in development. Again, that is
665 due to the cost and length of time for biosimilar development under today’s current

666  regulations and review process, but also because of market barriers.

667  There is a potential, if we do not decrease this void and support the development of
668  biosimilars in the US and decrease the market barriers, the US could lose — could
669  stand losing over $180 billion in cost savings over the next 10 years. | don’t believe
670  the country, consumers, or patients and their families would like to lose an

671  opportunity to have decreased costs of their biologic medicines through biosimilar
672  competition or potentially decreased access because they can’t afford these.

673 S0 again, as industry and the representative of the US biosimilars industry here in
674  the US, we look forward to continuing this conversation, and we look forward to

675  supporting and working with the FDA to improve the efficiencies, reduce the cost,

676  and reduce the time, and put the right resources inside the agency to do the right

677  things and improve biosimilar development, evaluation, and approvals. Thank you
678 again for allowing me to speak on behalf of the biosimilars industry. And again, thank
679  you all for what you do every day to support patients and their families here in the

680 US — we appreciate all of you. Thanks.

681 Janet Krommes:

682  [Inaudible]...for having us here today. We share so many goals. We are the

683  advocates for the FDA on the Hill. We are the educators to our fellow physicians as
684  to the importance of the FDA, and the opportunity to be here today to talk to those
685  people who are working so hard to ensure that the mission is achieved of safe and
686  effective drugs is incredibly important to us. The final common pathway for every
687  drug and every medical device is the exam room. And that’s where a physician sits
688  with a patient and has a discussion: “Will this work?” “Is it safe?” And that is our

689  investment in being here today.

690  We are concerned that the reduction in force will create limitations for the FDA. We
691  as physicians also have a mission that we need to uphold. Whether the constraints
692  are significant, whether the resources are few, we still have to meet that mission. So,

693  we understand the pressure that the FDA is under, and yet for both groups, we have
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to work to achieve that breaking of the constraints and adequate resources to do the
job. We know that there is a finiteness to time and energy, and that has to be
recognized in what the FDA is granted the ability to do, whether that includes hiring

or the backup, legislatively, from Congress.

According to a ProPublica analysis from August, the RIF resulted in a decrease of
about 21% of staff of the FDA. That's obviously a rough estimate; we don’t know
exactly how many staff were let go, but most concerning were the number of
scientists — estimated to be over 900 — as well as 500 regulators, investigators, and
compliance officers. And it is our concern that this might impact on the mission of the
FDA and might do so over a period of years. We reviewed the report on hiring and
retentive practices, and it created — if this were the status quo — a sense of optimism.
Much progress has been made; thought has been put into the processes to hire and
retain people. But, necessarily, we are now in a state of total transition with many
unknowns, and it is the unknown unknowns that worry us as physicians. How is this

really going to happen? We know how difficult this task is.

In particular, we’re worried about the ongoing pain points as noted in the July report
resulting from inadequate communication and coordination across offices. And while
consolidation into the operations office may solve some of that, | think one of the
sticking points is determining whether candidates meet that very specialized
technical need that the FDA has. And that’'s something that does involve participation
of specialists across fields, and that still is going to be difficult to achieve from

consolidation of human resource people.

We’re also happy to see the improvement in retention, and we noted that — like we
do much of our work — the majority of the candidates who are happy with their FDA
positions said that they believed in the FDA mission. | mean, certainly there were
some that were concerned about pay and the ability to advance, but it's that mission-
belief motivation that has been so strong in the FDA. And we worry that the decrease
in morale is going to affect that component of, “who do you retain?” You retain the
people who are very altruistic. And we also worry about the lack of flexibility —
attracting talent from across the country is difficult; bringing people to a finite-sized

FDA is difficult. And we would appreciate increased flexibility so that those experts
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could be brought to — their talents could be brought to the FDA. We’'d rather have
their talents at the FDA than their bodies at the FDA.

The PDUFA framework requires the FDA to review 90% of new drug applications
within 10 months on a standard basis and 6 months with priority. That’s a very fast
timeline. |, as a rheumatologist, am even more concerned about the Biosimilar User
Fee Amendments because those are much more complex drugs. They require much
more interaction with senior FDA officials, and that requires expertise of a variety of
types. And what we don’t know is who'’s still here — who’s missing. And we worry, in
the medical community that those experts, that are truly going to assure that those
drugs are safe and effective, may not be here.

So, we mourn the loss of expertise. We’ve all been through institutional mergers and
realized that — you know — that disruption can result in increased number of fail
points. And fail points are reached when — you know — it may be a small decrease in
personnel. but it is the right person that’s missing that can create that fail point, and
we’re very concerned about that possibility. We don’t have a way of perfectly
analyzing what’s happening at the FDA, but we are concerned about the delays in
meeting deadlines that have been published. So, we know there are about five drugs
that we know of that have not met deadlines. And we’re concerned about whether
that represents transition and working things out, or is that the tip of the iceberg of
problems that really requires up-staffing of the FDA? The administrative strain, |
think, is something that cannot be ignored. Obviously, the expertise and depth of
expertise at the FDA in the scientific fields is incredibly important, but that
institutional knowledge — where people know how to talk to Congress; they know
how to get things through the bureaucracy — is invaluable. | mean, | know, as a
physician, you know, going down to the lowest levels, if that unit-clerk is not on my
side, I'm not going to get anything done. And so, we appreciate how all the support

staff really fill a vital role in the FDA and we’re concerned about that.

There could be credibility risks. Do we believe that the FDA is achieving its goal of
safe and effective drugs? Can we believe that plants are being inspected? Are the
personnel going to be there as is documented or demanded in the PDUFA
agreements? And we’re also worried about the lack of keeping up with regulatory

complexity, particularly with the biosimilars that require a regulatory framework that
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is plastic, is ready to change, can spin on a dime, can incorporate innovative
technology. And, without the people there who can do the draft guidances and then
analyze the public comments, and then proceed with articulation of formal policy, we

think that this market could be significantly affected, and time is of the essence here.

You know, we’re seeing what'’s playing out with KEYTRUDA, the number one
biologic in the world right now — beat out Humira — and they are formulation hopping.
They’re introducing a subcutaneous form. By the time a generic comes onboard, all
physicians will have switched to the subcutaneous form, and that biosimilar is not
going to have that market. So, time is incredibly important in treating our patients
cost-effectively, with the best drugs.

The specific impact on PDUFA is a concern for us. Reuters has reported that many
of the senior negotiators are gone, and that institutional memory could put the FDA
at a disadvantage as it speaks to big pharma. They’ve been preparing for this. They
can cherry-pick their teams, and we’re concerned that that can impact on the ability
of the FDA to assure that they are going to get what they need to do their job. So,
increased transparency in this area is very important — that’s where we as advocates
— we’re not funded by industry, whether it's big pharma or insurance, you know — we
are speaking for our patients; we share that agenda. And so, we want to be helpful to
the FDA in that regard.

We think the impact on public trust is — you know — it’s intangible to some degree,
but to keep doctors on the side of prescribing drugs and devices, and to keep
patients comfortable with using those drugs and devices — I've had many a talk with
patients on a new drug — | mean, I'm not the kind of person who will prescribe a drug
the minute it’s out of the gate; | generally like to wait and see what our collective
experience is, if | haven’t heard from the primary investigators and the word on the
street — but once that perception starts to shift, people are going to self-retreat from
the newest innovative technology that may save their lives, that may make that our
healthcare costs improve. If the personnel are not there, it can diminish the ability of
the FDA to respond to crises, and those staffing shortages could, in unpredictable
ways, affect that response. And most of all, we’re concerned about reduced
transparency and communication. It takes a lot of people to communicate to the

general public, including us as physicians, what’s going on with the FDA — you know
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— do they craft an approval that’s going to the news outlets — which, of course, is the
primary way that our patients are getting information. | mean, frankly, | get a lot of
medical information from the New York Times too; it comes out before the medical
journals — so that communication interface between the FDA and the general public

is incredibly important, because that’s going to be at the top of patients’ minds.

So, our recommendations — we appreciate the work that Dr. Makary has done to
restore the staffing to the extent that he’s been able to. We have argued on the Hill
for the importance of a fully staffed FDA, but we think that that battle should
continue. We would like to see — not a leaner-leaner FDA — but an effective FDA.
Much of the funding comes from pharma. The appropriations that Congress spends
on the FDA, we feel, is well spent in terms of what it provides to the American public.
And so, we would like to see restoration of all critical staff. We would like public
reaffirmation of performance goals, and increased partnering with Congress. We're
worried about the floors of funding — you know — so, working with congressional
appropriations to make sure that the money is being spent so that we don'’t hit those
triggers that are listed under PDUFA and the Biosimilars Use Fee Amendments, is
incredibly important. What we don’t want to see is a collapse. What we don’t want to
see is a retreat from spending because we know that the world is ever more complex
— that our competitors — you know — may, in China, approve drugs more quickly, but
it is not going to have the weight of the gold standard of safety and efficacy that the

FDA has, and that we would like to see maintained.

So, again, | would thank all of you. | know how hard you are working, and how
difficult it is when you're — this is essentially emergency-type work, and we are here
with you and to work for you and advocate for you, and | greatly appreciate your kind

attention and the time that you provided for us today. Thank you.

Closing Remarks
Thamar Bailey:

Thank you, Janet. That concludes our public comment session, and today’s public
meeting on FDA's third-party hiring and retention assessment. Big thank-yous
abound. Thank you, ERG, for all of the work that you did. Thank you for all of the
support in CDER as we went through this, all of the support in HR/HC staff, thank

27



820
821
822
823
824

825

you to the public commenters, and thank you all for attending virtually and in person.

Before we depart, | just want to remind you all that the public docket to provide
written comments on today’s meeting and assessment report, will be open to
October 24", With that we will close, thank you. | hope you enjoy the rest of your

day.

END
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	Welcome and Introduction 1 
	Thamar Bailey: 2 
	Good morning. Hi, everyone. It is 9:00 AM, so we’re going to go ahead and get 3 started.  4 
	But not without a technical difficulty. 5 
	Give me one moment. 6 
	All right. Good morning and thank you all for joining us today for a public meeting on 7 the Prescription Drug User Fee Act, or PDUFA, and Biosimilar User Fee 8 Amendments, or BsUFA, Hiring and Retention Assessment. 9 
	My name is Thamar Bailey, and I’m a social scientist within the Center for Drug 10 Evaluation and Research’s Office of Programs and Strategic Analysis. And today I’ll 11 be serving as your meeting moderator. 12 
	As a quick overview of why we are all here today, this public meeting is being held to 13 meet performance commitments included in BsUFA, excuse me, PDUFA VII and 14 BsUFA III commitment letters. The letters state that the FDA will utilize a qualified, 15 independent contractor to conduct an assessment of its hiring and retention of staff 16 for the human drug review and biosimilar biological product review programs. 17 
	For context, this assessment builds upon the findings from three previous 18 assessments conducted by independent contractors under previous PDUFA and 19 BsUFA reauthorizations. Following the completion of the assessment, the FDA 20 agreed to hold a public meeting for the independent contractors to share their 21 findings and recommendations. Today’s meeting will ensure the completion of this 22 commitment.  23 
	In terms of today’s agenda, we have two formal presentations prepared for you. The 24 first is from Valerie Overton, vice president at Eastern Research Group, or ERG. 25 Valerie will provide an overview of ERG’s assessment results and recommendations. 26 We will then have a fifteen-minute break before Melanie Keller, FDA’s Deputy Chief 27 
	Operating Officer, and Chantal Dawson, FDA’s Acting Chief Talent Officer, present 28 FDA’s response to the assessment. 29 
	Following the FDA’s response, we will have the prearranged list of public 30 commenters to provide their comments. 31 
	While the public comment list is finalized, please keep in mind that you can submit 32 comments to the public docket until October 24th. You can find the public docket on 33 the FDA’s public meeting web page, or directly through the Federal Register. We'll 34 post a link to the public meeting, or the public docket in the Q&A for this meeting. 35 
	A few housekeeping items before we begin.  36 
	We have many people participating virtually today. Or at least registrants. If your 37 audio or visual connection diminishes at any point during today’s meeting, we 38 recommend trying to reconnect to the system. If you experience other technical 39 issues during the webcast, please type your issue into the Q&A online or e-mail 40 CDERProgramEvaluation@fda.hhs.gov. 41 
	If schedule modifications are needed, we will communicate those verbally and post 42 them to the Q&A. For those of you attending the meeting in person, restroom 43 facilities are located down the hall to the right of the conference room. A video 44 recording and transcription of today’s meeting, as well as the slides presented, will 45 be published on the FDA website after this meeting.  46 
	Now I’ll turn it over to Valerie Overton who will present the assessment findings and 47 recommendations.  48 
	Thank you. 49 
	Presentation of the Assessment 50 
	Valerie Overton: 51 
	Thank you, Thamar. 52 
	So, as Thamar said, I’m Valerie Overton with Eastern Research Group, or ERG, and 53 I’m here to present our third-party independent evaluation of FDA’s hiring and 54 
	retention program for the human drug review and biologic/biosimilars staff in support 55 of PDUFA and BsUFA. 56 
	In this presentation this morning, I’m going to first give an introduction to the 57 evaluation itself in terms of what the key objectives of the evaluation were and what 58 questions we attempted to answer in order to address those key objectives. And 59 then I’ll talk about the methods we used to conduct the evaluation. And then I’ll 60 present a summary of our results in the form of integrated, synthesized answers to 61 the assessment questions, and our conclusions in the form of findings and 62 recommen
	So, with that, I’ll give a quick introduction to the assessment. Sorry, the clicker is 64 being a little sticky. So, there were three key objectives for this evaluation. As 65 Thamar indicated, this evaluation is to fulfill an FDA commitment for PDUFA VII and 66 BsUFA III. And the key objectives for the evaluation came from a combination of the 67 objectives that are stated in FDA’s commitment letter for PDUFA VII and BsUFA III, 68 and also from FDA leadership who were interested in additional topics beyond
	So, the first of the three key objectives is to document and analyze enhancements 71 made to FDA’s human drug review program in hiring and retention since the final 72 PDUFA VI assessment. And just to be clear, the enhancement areas that we will talk 73 about this morning are ones that began before that final PDUFA VI assessment and 74 have continued on since then, and so our task was to evaluate the progress made 75 between the time of the final PDUFA VI assessment and the period of our 76 evaluation, and 
	The second key objective was to build on previous assessments to capture the 78 current status of FDA’s recruitment, hiring, pre-employment onboarding, and 79 retention of new hires, and the effectiveness of current practices. The third key 80 objective was to assess the transparency in the hiring process from the perspective 81 of various interested parties. And so those parties include the agency-level HR staff 82 in the Office of Talent Solutions and the Office of Human Capital Management; the 83 center-
	staff who’ve been at FDA for a year or less who were able to reflect on their 86 experience as candidates through the recruitment and hiring process. 87 
	So, in order to address these key objectives, ERG created a set of three to five 88 questions for us to answer for each objective. For key objective one, which was the 89 evaluation of the progress on the enhancement areas to the HR/HC program, the 90 assessment questions are: What is the status of the planned enhancements? What, 91 if anything, caused any delays in implementation? To what extent were 92 enhancements implemented with fidelity? And by that, we mean, to what extent was 93 FDA’s implementation
	The second key objective was the status of FDA’s recruiting, hiring, pre-employment 97 onboarding, and retention of staff for the human drug review program and 98 biologic/biosimilar staff. And so, the assessment questions for that key objective are 99 just that: What is the current status of FDA recruiting, hiring, pre-employment 100 onboarding, and the retention of new hires? We also asked about how these 101 outcomes compare to those of similar agencies – by which we mean agencies that 102 are also have 
	The third key objective was about transparency, and so the assessment questions 105 for that key objective: Are Hiring processes clear to FDA’s HR/HC staff? How 106 transparent is hiring to other FDA staff, in particular, hiring managers? And how 107 transparent is hiring to new staff? Again, those reflecting on their experience as 108 candidates during the recruitment and hiring process. 109 
	So, in order to conduct this assessment, we first created an evaluation design. We 110 established the assessment questions, and we established sets of metrics that we 111 would need to develop in order to have the data to answer those questions. We then 112 created a set of data collection protocols and instruments that we used to collect 113 those data. We then entered our data collection phase, in which we conducted 114 surveys, interviews, and focus groups with the various categories of staff that I 115
	CDER and CBER staff in general; and including new hires – those who have been at 117 FDA for a year or less and could reflect on their experience in the recruitment and 118 hiring phases. 119 
	We also obtained data from FDA’s internal data systems on HR so that we could 120 evaluate the processes, the timeliness, the outcomes of those hiring, retention, and 121 hiring processes. And we obtained publicly available data so that we could do some 122 comparisons of hiring and retention outcomes between FDA and other similar 123 agencies and industry.  124 
	So, to be fully transparent, I want to acknowledge that the results that I’m presenting 125 here this morning pertain to the period of time of our data collection period, and that 126 was from October 2023 to January 2025. We do not have data for the period after 127 January 2025 and cannot characterize the state of hiring and retention at FDA after 128 January 2025. So, throughout the presentation this morning, when I refer to the 129 current status of FDA recruiting, hiring, pre-employment onboarding, and
	After collecting all of these data, we then conducted quantitative and qualitative 132 analyses in order to interpret the results and develop our conclusions in the form of 133 integrated, synthesized answers to the assessment questions, and a set of findings 134 and recommendations. 135 
	And so, now I’ll talk about our results, as I said, in the form of answers to the 136 assessment questions. And I’ll do that by key objective and by assessment question. 137 
	So, I mentioned earlier that the first key objective was to examine progress made 138 and the impacts of that progress on HR/HC program enhancements since the time 139 from the final PDUFA VI assessment through the data collection period that I 140 mentioned. We looked at three enhancement areas. The first area was 141 enhancements to FDA’s HR data systems, and those include ATLAS, the Applicant 142 Tracking Lifecycle Analysis Solution, which tracks agency-wide Office of Talent 143 Solutions hiring processe
	specific data system that tracks and handles CBER-specific HR activities for human 147 drug review staff. So that was the first enhancement area that we looked at. 148 
	The second enhancement area was the integrated HR/HC service delivery model. 149 This model seeks to integrate HR processes across the full HR workforce to 150 streamline and enhance workforce planning, recruitment, development, and retention 151 efforts across the agency. 152 
	The third enhancement area that we looked at was leadership succession planning. 153 This planning seeks to manage and mitigate the potential impacts of attrition among 154 senior FDA leaders. 155 
	So, again, we looked at these three enhancement areas for the period that I 156 mentioned – October 2023 to January 2025. 157 
	So, I’ll talk about each of those enhancement areas separately – the first is the HR 158 data systems. What we found overall is that FDA’s HR data system enhancements 159 have modernized and streamlined HR processes, thereby improving efficiency and 160 transparency. I mentioned we had a set of assessment questions for each 161 enhancement area – the first one being, what is the status of the implementation? 162 And what we found is that FDA has implemented all of the enhancements that were 163 planned from
	We also found that there’s a high degree of fidelity – that is, FDA’s implementation of 168 the enhancements to the HR data systems aligned closely with the stated goals for 169 those enhancements, and that the impacts were positive. The enhancements to the 170 HR data systems successfully automated and streamlined previously manual 171 processes. They provide real-time data for status checking and decision-making. We 172 found a decrease in the average time to complete the portion of the hiring process – 1
	identify more areas of further enhancement, and so this finding that some users 178 would like more integrations and broader access is consistent with a positive finding 179 of successful implementation of the planned enhancements. And in fact, I know that 180 FDA is planning, as I said, to continue to refine the data systems. 181 
	The second enhancement area is the integrated service delivery model. Overall, we 182 found that FDA’s HR/HC integrated service delivery model fosters a more unified, 183 collaborative approach with improved skill-building and data. Again, with this 184 enhancement area, we found that FDA completed all of the planned initiatives and 185 action items on schedule – that they are fully implemented or are on track if the 186 planning for those elements of the model are still ongoing in terms of the planned 187 
	We did find that FDA encountered some challenges along the way and was 189 successfully able to mitigate those challenges in order to continue to make progress. 190 We also found that FDA’s implementation of the service delivery model 191 enhancement aligned with the stated goals, and that the impacts have been positive. 192 We found that people have reported improved training, development, and 193 engagement; improved collaboration, although again, this is an area where further 194 improvement continues to
	The third enhancement area is leadership succession planning. And overall, again, 201 for the period of the data collection that I referred to – October 2023 to January 2025 202 – we found that FDA’s leadership succession planning initiatives have helped identify 203 risks and strengthen the agency’s leadership pipeline. All planned initiatives and 204 action items are complete or on track, with no significant delays. We did find that 205 some center-level planning was challenged by unexpected vacancies and
	And again, positive impacts. We found that trainings and programs are available to 210 develop needed skills; agency-level planning provides guidance for center-level 211 activities; and reports and analytics to identify succession planning challenges are in 212 place. 213 
	So, that was the key objective one – the enhancement areas. Now I’m going to talk 214 about key objective two, which is the current state of FDA recruiting, hiring, pre-215 employment onboarding, and retention. And so, I’ll talk about those topics one by 216 one. Again, this is for the period of October 2023 to January 2025.  217 
	So, overall, for FDA’s recruiting, we found that FDA’s current practices yield a 218 sufficient talent pool to produce skilled, qualified hires that meet CDER and CBER 219 staffing needs. 220 
	So, I’m going to talk about successes and also some remaining challenges. One 221 success that I’ve mentioned already is the expanded use of Title 21 to make FDA 222 more competitive to applicants. We found that outreach at conferences and hiring 223 events, use of social media, and strategic partnerships were all successes in 224 contributing to FDA’s ability to develop a talent pool sufficient to meet its needs. We 225 also found solid satisfaction among HR/HC staff with the recruitment processes that 226
	So, in terms of remaining challenges, one challenge is something that was identified 229 in the previous PDUFA VI evaluation and continues to some extent during this period 230 of evaluation for PDUFA VII and BsUFA III. And this is not a pervasive issue – it 231 doesn’t happen all of the time – but we did still hear that occasionally there are 232 disagreements between the agency-level Office of Talent Solutions and center-level 233 staff about whether candidates are qualified for a position. And when those
	So, the next topic is hiring, and for that, we found that FDA’s current practices 240 appropriately evaluate candidates and identify future employees to support FDA’s 241 public health mission. 242 
	Again, I’ll talk about successes and then remaining challenges. And again, so, the 243 expanded use of Title 21 was found to be a success both for recruitment and also for 244 hiring – in terms of streamlining hiring. Of the hiring process steps that are tracked in 245 ATLAS, which is that agency-level data HR data system, we found that there was a 246 reduced time to complete those steps, and so that reflects a speedier, more efficient 247 process. Again, we found a solid level of satisfaction among new hi
	So, in terms of remaining challenges, one is the length of the process overall, and 255 this is largely outside of FDA’s control – in that, with any federal agency, there is a 256 lengthier process typically than you would find in the private sector, and that the 257 length of the process sometimes leads candidates to seek jobs elsewhere. And in 258 the case of the new hires who we surveyed and interviewed and focus-grouped – 259 they, of course, did wind up at FDA; they were new hires – and some of them di
	different than for some of the other hiring pathways. For Title 21, the Office of Talent 272 Solutions qualifies candidates after the center has selected a candidate, and in a few 273 cases, that led to inefficiencies if the Office of Talent Solutions – OTS – did not deem 274 that candidate to be qualified for the position. 275 
	So, talked about recruitment and hiring; now I’m going to talk about pre-employment 276 onboarding. So, what we found here is that FDA’s current practices lead to 277 successful completion of security checks and ethics pre-clearances within the 278 expected timelines.  279 
	So, in terms of successes, we found standardized, clear processes for its staff 280 responsible for those security checks and ethics pre-clearances. We found that the 281 processes that are within staff control were occurring in a timely manner. Again, we 282 found a good level of satisfaction among new hires with the pre-employment 283 onboarding processes, and that includes the new employee orientation, which is 284 cited as a positive. 285 
	In terms of remaining challenges, we did find, in some instances, that there was 286 some confusion about who is responsible for initiating security and ethics 287 clearances, and that, in some cases, we found that there were delays outside of 288 FDA’s control. So, for example, if a candidate did not submit their paperwork in a 289 timely manner, that then led to some delays in either security or ethics pre-290 clearances. 291 
	In terms of retention, through FY 2024, which is the last fiscal year for which we had 292 complete data, we found that FDA’s retention practices have contributed to high 293 retention rates and, conversely, low attrition rates. 294 
	In terms of successes, we found a high degree of satisfaction among new hires with 295 their decision to work in their current position and in their center. We also found that 296 a strong retention factor was staff’s appreciation of FDA’s science based public 297 health mission. We also found agency-level HR/HC staff satisfaction with work-life 298 balance and programs as a retention factor, and Office of Talent Solutions and Office 299 of Human Capital Management staff satisfaction with HR/HC culture. We 
	work schedule flexibility. Again, that’s for the period of October 2023 to January 302 2025. 303 
	So, remaining challenges, we did hear from some staff that there was a desire for 304 more growth opportunities, and we did hear from some HR/HC staff and hiring 305 managers about the difficulty of competing with industry salaries. Again, that is 306 mostly outside of FDA’s control. 307 
	As I mentioned, we looked at HR/HC outcomes for other similar agencies and 308 industry, and overall, what we found is that FDA performs comparably across most 309 outcomes and has better retention rates. 310 
	So, for successes, we found that FDA’s HR/HC structure and practices are 311 comparable to those of similar agencies, that FDA’s outcomes are comparable to 312 similar agencies and industry in terms of length of service and accession rates, and 313 that FDA – and in particular CDER and CBER, is/are the centers that we looked at; 314 we did not look at other centers – retention rates are somewhat higher than similar 315 agencies and substantially higher than in industry. 316 
	In terms of remaining challenges, we found that, despite the improved time to hire 317 and salary flexibility – with Title 21 in particular – industry can still hire more quickly 318 and at higher salaries. Again, that is something that’s largely outside of FDA’s 319 control. 320 
	So, the third key objective that I mentioned was transparency of hiring to various 321 groups within FDA, and I’m going to start with HR/HC staff. So, here, what we found 322 is that roles, processes, communication, and collaboration are clear within an 323 organizational unit, but sometimes less clear across organizational units. 324 
	In terms of successes, again, we found the clarity of roles and the availability of 325 resources within an organizational unit, with the use of the enhanced HR data 326 systems and improved ability to track status and to have ownership over hiring 327 actions, which also included increased transparency for staff on those topics. We 328 also heard about regular meetings about shared processes that were very useful 329 and definitely cited as a positive. 330 
	In terms of remaining challenges, we did hear from some staff about insufficient or 331 untimely communication about policy and process changes, and some lack of clarity 332 about cross-office points of contact, communication, and collaboration, and again, 333 some gaps in HR data system workflows, integration, and access. 334 
	So, I’m also going to talk about the transparency to other FDA staff, focusing 335 primarily on hiring managers. What we found here is that hiring managers 336 understand their roles and appreciate status tracking with data systems, but could 337 benefit from improved communication. So, the successes here are largely the same 338 as what I described for the HR/HC staff at the agency-level. Again, the clarity of 339 roles, availability of resources, status tracking, and action ownership – regular 340 meeting
	Some of the remaining challenges are also similar in terms of some staff mentioning 342 insufficient or untimely communication about policy and process changes, some lack 343 of clarity about cross-office points of contact, communication, collaboration. 344 And for hiring managers in particular, we heard some express concerns about HR 345 system data accuracy, access, and timing in the hiring process, and that really has to 346 do with those workflow gaps – like, if there are gaps in workflows across system
	So, in terms of new staff – again, these-we defined new staff as employees who’ve 349 been at FDA for a year or less, who are able to reflect on their experience as 350 candidates during the recruitment and hiring process, and pre-employment process. 351 So, what we found here is that, while progress has been made, CDER and CBER 352 new hires still have mixed experiences with hiring process transparency. 353 
	So, in terms of successes, again, there’s been some progress on hiring process 354 transparency. Remaining challenges is that in some cases, we heard from new hires 355 that during the recruitment and hiring process, they sometimes were not receiving 356 updates on their status or the timeline of the hiring process with sufficient frequency 357 to feel confident that they understood where they were, and that led, in some cases, 358 to candidates pursuing other job opportunities. We also heard, in some cases
	confusion – again, not a pervasive problem, but something that did occur from time 362 to time. We also heard from new hires that they held a perception that their salary 363 would be higher if they were hired into a different office within the same center, or 364 within a different center. 365 
	So, with all of those results in mind, we developed a set of findings and 366 recommendations, and I’m going to describe those findings and recommendations 367 by category – in terms of overall findings and recommendations, and then by specific 368 topic. 369 
	So, for HR/HC overall, what we found is that FDA’s HR program has improved – 370 FDA attracts and retains qualified staff – so, no action needed in this case. Due to its 371 flexibilities, Title 21 – the Title 21 hiring authority – is attractive to both candidates 372 and FDA’s staff, so, no action needed here. As I mentioned before, we also found 373 that communication-coordination across offices and centers continues to be a pain 374 point. 375 
	So, here, what we recommend is that FDA clarify roles and touchpoints for 376 processes that require cross-unit collaboration or coordination; consistently 377 communicate and document policy and process changes directly to affected staff, 378 and not necessarily through the trickle-down approach; and have changes take 379 effect at predictable points, such as the start of a new pay period; and explore further 380 HR data system integrations and various types of access, which I know is already on 381 FDA’s 
	In terms of the enhancement areas, FDA has successfully implemented each 384 enhancement area with minimal to no delays and in alignment with the stated goals. 385 So, our recommendation here is really to continue on – for the HR data systems, 386 continue to implement updates and address missing or unintegrated workflows, 387 including processes that span offices and centers, and expand access for more staff 388 in more roles where feasible. And again, I know that this has already been part of the 389 disc
	In terms of HR practices for specific topic areas, we found that FDA’s recruitment 391 and outreach strategies are effective in making opportunities visible to prospective 392 
	applicants, so, no action needed here. We found that FDA’s hiring process is 393 effective – good practices promote fair, consistent treatment of candidates. Staff 394 sometimes experience challenges with which candidates are deemed qualified on 395 certificates and confusion about who is responsible for initiating security and ethics 396 preclearance processes. So, here, one recommendation is to expand the 397 standardized screening and interview practices that I mentioned that some offices 398 have alread
	Another finding is that, due to the length of the hiring process and less than optimal 405 frequency of touchpoints or communication, FDA sometimes loses qualified 406 candidates. And so, here, the recommendation is to add touch points with 407 candidates to communicate the status of their status within the hiring process and 408 the timeline of the hiring process more frequently, and to express appreciation for 409 their patience with that timeline. 410 
	Another finding is that agency- and center-specific new employee orientations are 411 effective in preparing staff to begin work at FDA. So, no action needed there. And 412 again, it was striking that we found that most new hires are satisfied with the decision 413 to work in their current position and center. So, no action needed there. And FDA’s 414 retention initiatives are largely effective, but some challenges exist. And here what 415 we would say is that, to the extent possible – or when possible – co
	We also - you may have noticed that at certain points in the presentation I mentioned 420 the timeliness - the amount of time that it took for specific steps that are tracked in 421 specific data systems in the recruitment and hiring process. So, we were able to 422 analyze the time it took for specific steps. However, FDA data on time to hire overall 423 exists in those disparate data systems, making it difficult to accurately calculate the 424 
	total time to hire. So, within specific elements of the hiring process, as I mentioned in 425 the presentation earlier FDA generally meets its service level agreements or SLAs. It 426 would be useful to be able to evaluate the overall time to hire and what each step in 427 the process looks like in terms of the time that contributes to that overall process. So, 428 our recommendations here are to investigate mechanisms to calculate total time to 429 hire across the disparate systems and to identify data for
	In terms of transparency, we found that new hires are generally satisfied with the 434 hiring process and their decision to join FDA but lack transparency about their status 435 during that process and that sometimes causes them to seek employment 436 elsewhere. So, as I mentioned earlier, our recommendation is to add touchpoints to 437 communicate status and next steps. Staff involved in hiring generally understand 438 their own roles and processes but do not consistently find roles and processes in 439 ot
	So those were our results and findings and recommendations for this assessment of 446 hiring and retention for human drug review staff and biosimilars review staff who 447 support PDUFA VII and BsUFA III. For more information, you can see the report – 448 our full report, which has more details – that’s published on FDA’s website, and as 449 Thamar indicated earlier, FDA is accepting public comments through October 24th. 450 
	Thamar Bailey: 451 
	Thanks Valerie. All right it is break time. I will put the time on the slide here. 452 I’ll also put it in the Q&A but we’re going to take a pause for about 15 minutes. Thank 453 you all. 454 
	[15-minute break] 455 
	All right we’re going to get started in about a minute or so. 456 
	[Break continues] 457 
	I’ll just give folks a couple more seconds to get settled. 458 
	All right. 459 
	FDA Perspective 460 
	Thamar Bailey: 461 
	Hi, welcome back to our PDUFA/BsUFA hiring and retention assessment public 462 meeting. I’m now going to turn it over to Melanie Keller, FDA’s Deputy Chief 463 Operating Officer, and Chantal Dawson, FDA’s Acting Chief Talent Officer, to deliver 464 FDA’s response to the assessment. 465 
	Melanie Keller: 466 
	Thank you, Thamar. 467 
	Good morning and thank you all for being here and those of you online. 468 
	Together with Chantal Dawson, our Acting Chief Talent Officer, we will present the 469 FDA’s response to the assessment. I definitely want to thank our partners at the 470 Eastern Research Group – Valerie, you and your team. There’s been some excellent 471 work on this assessment, and it’s been a few years that this has been ongoing. And I 472 definitely want to thank Thamar, Kim Taylor, the whole CDER team that worked 473 together, and all the staff that at FDA that participated in the assessment. I think 
	As Valerie mentioned, it’s important to note that the assessment was conducted over 478 the years of 2023 to 2025, January, and the FDA has experienced significant 479 changes in the past several months in 2025. And I also want to note that this is the 480 fourth assessment of hiring and retention, and as I look back to 2017, boy, we’ve 481 come a long way as an agency, and the and the staff that work on HR have just had 482 tremendous successes and accomplishments. And I’m really appreciative of industry 4
	because over these past many years they have said, “hiring at FDA is so important 484 that we are going to ensure that we’re monitoring it and giving it the support that it 485 needs to be successful.” So that tells us how important this work is. 486 
	As I look back at the assessment overall, I kind of consider it our report card, and I 487 would – I would say I’m very proud of all the accomplishments, of all the successes, 488 and the tons of improvement that the agency has seen. And if I were to take this 489 report card home to my mom, she would say, “good on ya!” So, really happy about 490 that. 491 
	We can go to the next slide. Okay, great. 492 
	So, on January 21st, the president issued a government-wide hiring freeze. And this 493 is a typical practice that we see in changes of administrations. The freeze has been 494 extended twice and is presently set to expire on October 15th. But despite the hiring 495 freeze, Commissioner Marty Makary was able to obtain a large exemption from the 496 Office of Personnel Management for the FDA so that we could continue the critical 497 work of hiring and retaining our world-class workforce.  498 
	Also, this past spring, FDA experienced significant reductions due to the HHS 499 reduction in force. These reductions were felt predominantly in our administrative 500 and business operations areas. These areas were identified as having duplication 501 and some inefficiencies. The HHS’s RIF eliminated the staff – largely staff within 502 CDER and CBER offices of management that performed HR and human capital 503 support to the Office of Talent Solutions – and they also provided direct support to 504 CDER a
	So, these major reductions have required FDA to operate differently and create a 510 centralized shared service model to ensure that CDER and CBER and the rest of the 511 agency have the HR support that they need. These reductions were executed 512 quickly by HHS, and our FDA leadership – Commissioner Makary; Chief of Staff, Mr. 513 Jim Traficant; Chief Operating Officer, Dr. Barclay Butler; Chantal Dawson; and 514 
	myself – along with our incredible teams of dedicated staff, are doing everything we 515 can to stabilize, repair, and grow. FDA also experienced additional workforce 516 departures from programs like the deferred resignation program – you may have 517 heard it referred to as DRP or “the fork.” We had voluntary early retirement offerings, 518 voluntary separation incentives, and all of that was in addition to our regular 519 retirements and separations that FDA sees. 520 
	Next slide. 521 
	So, like any great change, FDA’s transformation shows that while the workforce 522 reductions, the hiring freezes, and the restructuring create short-term declines, we 523 are rapidly focused on executing our centralized shared service model, streamlining 524 the HR processes that Valerie spoke about to enable a recovery and to drive long-525 term improvement over time. 526 
	So, as you look at this J-curve, after the reductions we experienced a decline in HR 527 support – in a way, if we think about it, the hiring freeze kind of helped mitigate the 528 impact of that because we weren’t used – we weren’t expected to rapidly hire as we 529 normally are. So, our focus then was to stabilize, identify the resources that 530 remained, centralize – because we could not operate the way we did before – and 531 create efficiencies, and move forward. 532 
	So, as I look at the J-curve, I would say we’re in the upward slope of the recovery, 533 but not quite back to the status quo. And our intention is to create more efficiencies 534 to reach an even higher HR service delivery over time. 535 
	We have an incredible staff. They’re working hard every single day. They want to 536 climb the curve, shorten the time, the duration, and the impact. And lastly, we are 537 very grateful to Congress for giving us the Title 21 authority that Valerie mentioned a 538 few times in her presentation. That Title 21 hiring and pay flexibility truly enables us 539 to reduce that time to hire and to have the flexibility to attract and retain those 540 experts. We’re also grateful to HHS and the White House for their 
	So now, we can go to the next slide – I will turn it over to Chantal Dawson who, by 543 my book, is an impactful HR executive; she has deep experience, and she will lead 544 us through this critical time. Chantal. 545 
	Chantal Dawson: 546 
	Good morning. 547 
	Thank you so much, Melanie, and thank you to Valerie and the ERG. I appreciate 548 the walkthrough of the findings this morning and sharing such detailed information to 549 give us insight into the assessment, the various pieces, and then as we talk about 550 the path forward. So, I appreciate the opportunity. I consider it a privilege to be able 551 to stand before you as the current human resource leader here at the Food and Drug 552 Administration, being a part of the assessment, now seeing these finding
	FDA has transitioned to implement a centralized shared-service model, and this 556 model distinctly streamlines services, eliminates redundancies, and delivers a more 557 consistent, efficient, and responsive support to FDA centers, offices, and programs. 558 When we think about this shared-service model and what’s been implemented, it’s 559 across twenty different business lines – of course, one being human resources. And 560 so, we’re super excited to share that this shared-service model is producing many
	I also think about the CDER and CBER staff that existed or previously existed in the 567 centers, as we’ve heard through the assessment. We’re excited to also share that 568 those staff that do remain have been realigned to the Office of Operations to help 569 continue the HR efforts. And so, having those additional resources join addresses a 570 lot of the findings, creates a lot better collaboration – more consistency in processes 571 and procedures – and also helps to support the model that we’ve put in 
	We’ve also been able to look at the steps in the process—and we heard about that 573 through the findings. And through creating the shared-service model, the 574 collaboration and inclusion of the CDER and CBER staff that remain, and through 575 the work that we’re doing with managers, we’ve been able to eliminate 2 to 4 steps in 576 the process, which will significantly impact the flow of the process, the efficiencies, 577 the relationships, the timeliness to hire, and our ability to execute on HR actions.
	We can go to the next slide. 587 
	As we look forward, again, as Melanie shared, we are so appreciative of our 588 commissioner and his support of hiring here at the agency and his understanding of 589 the need for us to ensure that we have the right mission-critical support to execute 590 the mission of the FDA. And so, our commissioner has specifically gone and 591 received approval for us to hire over 1,050 staff to support the direct reviewer, 592 inspector, and criminal investigator work here at the agency, which is the heartbeat 593 of
	Coupled with our shared service model, we are very confident that we will be able to 595 quickly and efficiently execute on those hirings, and those hirings will significantly 596 impact CDER and CBER. 597 
	For much of CDER and CBER, our commissioner’s also been able to successfully 598 secure for FDA approvals for hiring exceptions. As Melanie stated, earlier this year 599 we’ve gone through a hiring freeze with two extensions. However, that has not 600 slowed down the ability for us to meet our mission-critical responsibilities and hire 601 the mission critical positions for the agency. And so, with the support of the 602 commissioner, we’ve been able to partner with HHS and OPM to secure exceptions 603 
	and approvals to the hiring requests that specifically support CDER and CBER hiring 604 activities and work – again, to be able to ensure that we are able to fill our mission-605 critical work and to make sure that we’re able to execute on that. Our commissioner 606 will continue to advocate for the agency to ensure that we’re hiring a world-class 607 workforce. And we are prepared to continue to support those efforts, to be able to 608 drive hiring forward for the agency and to be able to implement a lot o
	We can go to the next slide. 611 
	I’m super committed as the current HR leader to ensure that we first of all 612 acknowledge – I think – the accomplishments that we’ve seen through the various 613 assessments that have been completed and to be able to learn and to yield – to 614 review those recommendations and findings and look for opportunities to implement 615 additional practices into our shared-service model to continue to drive efficiencies, to 616 reduce redundancies and duplication, and to be able to drive forward the hiring of the
	So, I again appreciate this opportunity. Thank you to the ERG for the work that was 619 done, and I look forward to how FDA continues to take hiring forward to support the 620 efforts for the Center for Drugs and the Center for Biologics. Thank you. 621 
	Public Comments 622 
	Thamar Bailey: 623 
	Thank you, Melanie, and thank you, Chantal, for delivering the FDA response. 624 
	Our next session is dedicated to public comment. Before this meeting, FDA invited 625 everyone who registered for this meeting by September 15th to indicate whether 626 they would like to provide public comments at today’s meeting. Today, two people 627 will provide public comments on the perspectives of patients, consumers, healthcare 628 professionals, scientific and academic experts, regulated industry, and others. Each 629 speaker will have approximately 10 minutes or shorter to provide their comments. 
	Our first speaker is Ms. Juliana Reed from the Biosimilars Forum. Juliana is joining 633 us virtually. Juliana, you may unmute and begin when you’re ready. 634 
	Juliana Reed: 635 
	Thank you very much and sorry I’m not there in person, but thank you for having this 636 meeting and giving us an opportunity to comment on this very, very important 637 subject. 638 
	So, I’m Julie Reed. I’m the executive director of the Biosimilars Forum. It’s my honor 639 to represent the US biosimilar industry here in the US and to be part of this meeting. 640 
	First thing, I want to thank all of you at the FDA. We know it’s been a year of change, 641 and you have – we want to share with you how grateful we are and how much we 642 support what you do. It is so important for not just our industry, but for the patients 643 we serve, that the FDA is able to continue what it does and have the resources it 644 needs. 645 
	We’re also appreciative, though, of the potential changes and improvements at the 646 FDA to increase efficiencies and to decrease redundancies in regulations that slow 647 review and approval of biosimilars in the US. We believe that the biosimilars program 648 is an excellent example of an opportunity inside the agency to streamline the 649 development of biosimilars and to decrease the cost and time of review of a 650 biosimilar application, but also to use the right FDA resources at the right time and i
	We’re celebrating the 10th year this year of the first biosimilar approved in the US. 653 The FDA has approved over 70 biosimilars in the last 15 years, and we also have 15 654 years of biosimilar development here, both on the FDA side but also industry, and 655 with our Forum’s member companies. Now is exactly the right time to take a look 656 internally at the FDA with the support of industry to improve the way biosimilars are 657 developed, but also reviewed and approved inside the agency. There are effi
	This is extremely important. Right now, given the cost and time and the market 661 barriers in the US, the biosimilars industry is facing what is called the “biosimilar 662 
	void.” Over 80% of the brand or reference biologics that will have expiration of their 663 patents in the next 10 years do not have a biosimilar in development. Again, that is 664 due to the cost and length of time for biosimilar development under today’s current 665 regulations and review process, but also because of market barriers.  666 
	There is a potential, if we do not decrease this void and support the development of 667 biosimilars in the US and decrease the market barriers, the US could lose – could 668 stand losing over $180 billion in cost savings over the next 10 years. I don’t believe 669 the country, consumers, or patients and their families would like to lose an 670 opportunity to have decreased costs of their biologic medicines through biosimilar 671 competition or potentially decreased access because they can’t afford these.  
	So again, as industry and the representative of the US biosimilars industry here in 673 the US, we look forward to continuing this conversation, and we look forward to 674 supporting and working with the FDA to improve the efficiencies, reduce the cost, 675 and reduce the time, and put the right resources inside the agency to do the right 676 things and improve biosimilar development, evaluation, and approvals. Thank you 677 again for allowing me to speak on behalf of the biosimilars industry. And again, th
	Janet Krommes: 681 
	[Inaudible]…for having us here today. We share so many goals. We are the 682 advocates for the FDA on the Hill. We are the educators to our fellow physicians as 683 to the importance of the FDA, and the opportunity to be here today to talk to those 684 people who are working so hard to ensure that the mission is achieved of safe and 685 effective drugs is incredibly important to us. The final common pathway for every 686 drug and every medical device is the exam room. And that’s where a physician sits 687 w
	We are concerned that the reduction in force will create limitations for the FDA. We 690 as physicians also have a mission that we need to uphold. Whether the constraints 691 are significant, whether the resources are few, we still have to meet that mission. So, 692 we understand the pressure that the FDA is under, and yet for both groups, we have 693 
	to work to achieve that breaking of the constraints and adequate resources to do the 694 job. We know that there is a finiteness to time and energy, and that has to be 695 recognized in what the FDA is granted the ability to do, whether that includes hiring 696 or the backup, legislatively, from Congress. 697 
	According to a ProPublica analysis from August, the RIF resulted in a decrease of 698 about 21% of staff of the FDA. That’s obviously a rough estimate; we don’t know 699 exactly how many staff were let go, but most concerning were the number of 700 scientists – estimated to be over 900 – as well as 500 regulators, investigators, and 701 compliance officers. And it is our concern that this might impact on the mission of the 702 FDA and might do so over a period of years. We reviewed the report on hiring and 
	In particular, we’re worried about the ongoing pain points as noted in the July report 709 resulting from inadequate communication and coordination across offices. And while 710 consolidation into the operations office may solve some of that, I think one of the 711 sticking points is determining whether candidates meet that very specialized 712 technical need that the FDA has. And that’s something that does involve participation 713 of specialists across fields, and that still is going to be difficult to ac
	We’re also happy to see the improvement in retention, and we noted that – like we 716 do much of our work – the majority of the candidates who are happy with their FDA 717 positions said that they believed in the FDA mission. I mean, certainly there were 718 some that were concerned about pay and the ability to advance, but it’s that mission-719 belief motivation that has been so strong in the FDA. And we worry that the decrease 720 in morale is going to affect that component of, “who do you retain?” You re
	could be brought to – their talents could be brought to the FDA. We’d rather have 725 their talents at the FDA than their bodies at the FDA. 726 
	The PDUFA framework requires the FDA to review 90% of new drug applications 727 within 10 months on a standard basis and 6 months with priority. That’s a very fast 728 timeline. I, as a rheumatologist, am even more concerned about the Biosimilar User 729 Fee Amendments because those are much more complex drugs. They require much 730 more interaction with senior FDA officials, and that requires expertise of a variety of 731 types. And what we don’t know is who’s still here – who’s missing. And we worry, in 7
	So, we mourn the loss of expertise. We’ve all been through institutional mergers and 735 realized that – you know – that disruption can result in increased number of fail 736 points. And fail points are reached when – you know – it may be a small decrease in 737 personnel. but it is the right person that’s missing that can create that fail point, and 738 we’re very concerned about that possibility. We don’t have a way of perfectly 739 analyzing what’s happening at the FDA, but we are concerned about the del
	There could be credibility risks. Do we believe that the FDA is achieving its goal of 752 safe and effective drugs? Can we believe that plants are being inspected? Are the 753 personnel going to be there as is documented or demanded in the PDUFA 754 agreements? And we’re also worried about the lack of keeping up with regulatory 755 complexity, particularly with the biosimilars that require a regulatory framework that 756 
	is plastic, is ready to change, can spin on a dime, can incorporate innovative 757 technology. And, without the people there who can do the draft guidances and then 758 analyze the public comments, and then proceed with articulation of formal policy, we 759 think that this market could be significantly affected, and time is of the essence here. 760 
	You know, we’re seeing what’s playing out with KEYTRUDA, the number one 761 biologic in the world right now – beat out Humira – and they are formulation hopping. 762 They’re introducing a subcutaneous form. By the time a generic comes onboard, all 763 physicians will have switched to the subcutaneous form, and that biosimilar is not 764 going to have that market. So, time is incredibly important in treating our patients 765 cost-effectively, with the best drugs. 766 
	The specific impact on PDUFA is a concern for us. Reuters has reported that many 767 of the senior negotiators are gone, and that institutional memory could put the FDA 768 at a disadvantage as it speaks to big pharma. They’ve been preparing for this. They 769 can cherry-pick their teams, and we’re concerned that that can impact on the ability 770 of the FDA to assure that they are going to get what they need to do their job. So, 771 increased transparency in this area is very important – that’s where we as
	We think the impact on public trust is – you know – it’s intangible to some degree, 776 but to keep doctors on the side of prescribing drugs and devices, and to keep 777 patients comfortable with using those drugs and devices – I’ve had many a talk with 778 patients on a new drug – I mean, I’m not the kind of person who will prescribe a drug 779 the minute it’s out of the gate; I generally like to wait and see what our collective 780 experience is, if I haven’t heard from the primary investigators and the w
	– do they craft an approval that’s going to the news outlets – which, of course, is the 789 primary way that our patients are getting information. I mean, frankly, I get a lot of 790 medical information from the New York Times too; it comes out before the medical 791 journals – so that communication interface between the FDA and the general public 792 is incredibly important, because that’s going to be at the top of patients’ minds. 793 
	So, our recommendations – we appreciate the work that Dr. Makary has done to 794 restore the staffing to the extent that he’s been able to. We have argued on the Hill 795 for the importance of a fully staffed FDA, but we think that that battle should 796 continue. We would like to see – not a leaner-leaner FDA – but an effective FDA. 797 Much of the funding comes from pharma. The appropriations that Congress spends 798 on the FDA, we feel, is well spent in terms of what it provides to the American public. 7
	So, again, I would thank all of you. I know how hard you are working, and how 810 difficult it is when you’re – this is essentially emergency-type work, and we are here 811 with you and to work for you and advocate for you, and I greatly appreciate your kind 812 attention and the time that you provided for us today. Thank you. 813 
	Closing Remarks 814 
	Thamar Bailey: 815 
	Thank you, Janet. That concludes our public comment session, and today’s public 816 meeting on FDA’s third-party hiring and retention assessment. Big thank-yous 817 abound. Thank you, ERG, for all of the work that you did. Thank you for all of the 818 support in CDER as we went through this, all of the support in HR/HC staff, thank 819 
	you to the public commenters, and thank you all for attending virtually and in person. 820 Before we depart, I just want to remind you all that the public docket to provide 821 written comments on today’s meeting and assessment report, will be open to 822 October 24th. With that we will close, thank you. I hope you enjoy the rest of your 823 day. 824 
	END 825 



