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Gottlieb Resignation
Article Pack

New Acting US FDA Commissioner Shares Agency’s Clinical Trial
Reform Message
Executive Summary

Norman Sharpless, director of the National Cancer
Institute, will become acting FDA commissioner when
Scott Gottlieb departs.

The US FDA’s incoming acting commissioner shares an
enthusiasm for clinical trial system reform that should
mesh well with the message many senior agency officials
have been pushing for years.
National Cancer Institute Director Norman Sharpless will
become acting FDA Commissioner upon Scott Gottlieb’s
departure next month. A physician and researcher,
Sharpless specializes in leukemia and has studied the
role of stem cells in cancer and aging. He has been NCI
director since October 2017.
Sharpless immediately sought to calm fears that he
planned substantial changes at FDA. He tweeted shortly
after the announcement that “rest assured that our
shared goals for patients and the public’s health will
translate into my duties.”
In a message announcing Sharpless’ appointment,
Gottlieb also said he “shares our mission and I know he
will be embraced warmly” by the staff.
Gottlieb wrote he already is well known to many FDA
employees and “plays on a weekly basketball team with
some of our medical review staff.”
“Under his skilled leadership, I’m confident the transition
will be seamless and the FDA will continue to secure its
consumer protection role and advance policies to promote
innovation and safety for families,” Gottlieb wrote.
At NCI, Deputy Director Doug Lowy has been named
acting director.

Sharpless Pushed NCI On Trial Reform

Sharpless is a proponent of increasing clinical trial
efficiency, including by eliminating unnecessary exclusion
criteria and encouraging wider trial access. In a 2018
interview with the American Association For Cancer
Research, Sharpless said he wanted to prioritize trials that
avoid diluting the participant pool and designs that will
find ineffective treatments faster.
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Sharpless co-authored a viewpoint article on modernizing
clinical trials that appeared in the Feb. 5 issue of the
Journal of the American Medical Association. He discussed
NCI efforts to right-size clinical trials, such as by forgoing
traditional control arm interventions and instead using
“synthetic controls created with data from previous trials”
when a highly active agent is tested. Sharpless also wrote
that NCI is exploring pragmatic trials conducted in clinical
practice settings and through “augmented annotation
and aggregation of new and existing trials data to answer
relevant clinical questions without additional enrollment.”
Sharpless said in the article that NCI is positioning its
clinical trial portfolio to “compliment, rather than compete
with efforts from industry,” given that industry now is the
majority funder of cancer trials.
“Trials sponsored by the NCI that complement those
supported by industry, can, for example, focus on lowprevalence cancers for which there is limited commercial
incentive to sponsor clinical investigations, such as
pediatric cancers, uncommon cancers, rare subtypes of
more common tumors, and special patient populations,”
he wrote.
Sharpless’ interest in the subject will be welcome at FDA,
especially by Center for Drug Evaluation and Research
Director Janet Woodcock, who along with Gottlieb has
argued for many of the same reforms.
Woodcock has called for an end to the trial system’s use
of digital paper and adoption of a more modern system
(Also see “Reliance On ‘Digitized Paper’ Is Slowing Drug
Development – US FDA’s Woodcock” - Pink Sheet, 14
Nov, 2018.), as well as greater use of master protocols
and basket trials. (Also see “Master Protocols Are Both
Welcome And Inevitable – US FDA’s Woodcock” - Pink
Sheet, 6 Jul, 2017.)
Gottlieb also has said that contract research organizations
must end their manual processes and embrace advanced
data collection techniques. (Also see “Gottlieb Takes Aim
At CROs’ ‘Outdated Processes’ In Push For Clinical Trial
Digitization “ - Pink Sheet, 26 Nov, 2018.)
FDA also has pushed drug sponsors to avoid unnecessary
exclusions when designing clinical trials. (Also see “FDA’s
Clinical Trial Inclusion Policy Sold As Mild And Gentle” - Pink
Sheet, 19 Feb, 2014.)
The timing did not seem intentional, but FDA on March 12
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also released a suit of guidance documents addressing
cancer clinical trial eligibility requirements, including
for pediatric, HIV and other patients. The guidances are
intended to encourage broader eligibility criteria and
increase trial participation.

Sharpless holds several patents, including some that
appear related to drug treatments. Those may give
Senators an opening to question him on the cost of
medicines, as well as various patent reform proposals,
during a confirmation hearing.

In addition, as part of its clinical trial reform efforts, FDA
has advocated for increased use of real-world evidence
and patient input. The agency is working on ways to
systematically collect real-world data and helping develop
new clinical outcome assessments. (Also see “US FDA
Targets Migraine, Schizophrenia And Opioid Sparing Drugs
For Clinical Outcome Assessment Development” - Pink
Sheet, 25 Feb, 2019.)

Congress has often debated whether NIH should invoke
its “March-In” authority for products developed using
NIH-licensed patents to control prices, though the Obama
administration never showed much interest, and neither
has Trump. (Also see “NIH Director Collins Stays On:
Continuity For ‘Moonshot’ – And Barrier To ‘March In’” Pink Sheet, 24 Jan, 2017.)

Is A Nomination For Permanent Position
Upcoming?

Sharpless would appear to have the inside track to
becoming the permanent FDA commissioner, although
there is no indication yet that President Trump will
nominate him.
Indeed, it would seem odd for the White House to ask
Sharpless to leave a prominent position in the government
to only run FDA temporarily. If Trump desired a truly
caretaker leader for the agency, he may have allowed
a member of FDA’s career staff to become the acting
commissioner, as its staff policy allows. (Also see “Gottlieb
Wants His US FDA Team To Stay Together After He
Departs” - Pink Sheet, 6 Mar, 2019.)
Sharpless also is following the same path as Commissioner
Andrew von Eschenbach, who ran the agency from 2006
to 2009.
After four years as NCI director, von Eschenbach was
named acting FDA Commissioner in September 2005.
He was confirmed by the Senate as the permanent
commissioner in December 2006.
Sharpless’ appointment means that FDA’s top two
leaders are outsiders. Sharpless spent much of his career
in academia, while Principal Deputy Commissioner
Amy Abernethy, who also was rumored for the acting
commissioner position, joined the agency less than a
month ago (Feb. 19), after having worked in industry.
(Also see “Commissioner Succession Plan? Abernethy As
Gottlieb’s Number Two Offers One Option” - Pink Sheet, 17
Dec, 2018.)

Drug Pricing, Other Questions May Emerge

Should he be nominated to become the permanent
commissioner, Sharpless may run into questions
about industry ties and drug pricing, just like his recent
predecessors.
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Lowering drug prices remains a top priority for the
administration as well as FDA. Sharpless will inherit
ongoing policies promoting increased competition and an
end to brand company gaming of the patent system to
prevent generic entry.
HHS Secretary Alex Azar already has said that FDA’s drug
pricing effort will bridge the commissioner transition.
Asked during a March 12 House hearing on the fiscal year
2020 budget whether the agency will continue its focus
on generic drug approvals, Azar said “without [Gottlieb],
his agenda is my agenda.”
The NCI director is selected by the president but not
confirmed by the Senate, so if Sharpless were nominated
to head FDA, he would face a fair bit of new scrutiny,
including about any potential industry ties. The issue is
not new when it comes to FDA commissioners, however.
Gottlieb faced it (Also see “Gottlieb’s Confirmation: Will
Industry Ties Remain A Big Deal After The Hearing?” - Pink
Sheet, 3 Apr, 2017.), as did his predecessor, Robert Califf,
but neither saw their nominations threatened because
of it. (Also see “Califf’s Confirmation Fall-Out: Should
Sponsors Worry About Research Contracts?” - Pink Sheet,
23 Nov, 2015.)

Stakeholders Applaud The Pick

The Friends of Cancer Research applauded the
announcement. Founder and Chair Ellen Sigal said in
a statement “we have no doubt that Dr. Sharpless will
continue to navigate and direct the FDA in a manner that
best benefits patients.”
FOCR President and CEO Jeff Allen said in an interview
that Sharpless’ clinical research background bodes well
for many of FDA’s initiatives, including those pertaining to
data science and real-world evidence.
“He has certainly shown in his career that he is an
innovative and rigorous thinker and I think that will
translate well to the challenges he will have as FDA
commissioner,” Allen said.
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Ladd Wiley, executive director of the Alliance for a
Stronger FDA, said in a statement that Sharpless’ varied
background in academia and government and as an
inventor and innovator with industry experience make him
“an exceptional choice” for acting FDA Commissioner.
The Pharmaceutical Research and Manufacturers of
America also said in a statement that its members are
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committed to working with Sharpless, but also called for
a permanent commissioner to be confirmed in the near
future.
A spokesperson for the Biotechnology Innovation
Organization also said that FDA will be well-served by
Sharpless’ leadership during the transition period.
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US FDA 2020 Budget Request Is Parting Gift From Commissioner
Gottlieb
Executive Summary

To be clear, there is no direct correlation between
the President’s annual budget proposal and actual
congressional appropriations. However, there is also
no question that it is much easier for federal agencies
to navigate the process with the tailwinds of a friendly
presidential administration request – rather than have
to play the game of publicly defending an unfavorable
budget while hoping that appropriators respond to other
stakeholders who want to protect their priorities.

US FDA Commissioner Scott Gottlieb is giving his successor
a very nice parting gift in the form of a large requested
funding increase in the Trump Administration’s latest
budget proposal.

A 12% increase in appropriations would be an outlier in
almost any budget, but is especially so compared to the
requests HHS makes for other agencies. Consider:
•	The Centers for Medicare and Medicaid’s program
management budget would be cut by 10% to $3.6bn.
•	The Health Resources and Services Administration’s
budget authority would be cut by $1bn to $5.8bn.
•	The Centers for Disease Control and Prevention’s
budget would be cut by almost 15% to $6.8bn.
•	The Substance Abuse and Mental Health Services
Administration’s budget would be flat (down $62m) at
$5.5bn.
•	The National Institutes of Health would get the biggest
cut in dollar terms (-$4.5 billion).
•	The Agency for Healthcare Research and Quality would
get the largest possible cut in percentage terms,
with the new budget plan repeating calls to zero out
funding of that agency.

The Trump Administration’s request to increase FDA
funding by 12% is a reminder of the behind-the-scenes
benefits brought to FDA by the outgoing commissioner.
The proposed increase for FDA stands in stark contrast to
what is otherwise an austerity budget for HHS agencies.

President Trump’s fiscal 2020 budget request seeks a
12% increase in appropriated funding for the Food &
Drug Administration in the context of an overall cut
discretionary spending across the government – and
especially deep cuts throughout other components of
HHS.
The budget request for FDA seeks a $362m increase from
currently appropriated levels ($3.33bn versus $2.96bn).
The total FDA budget authority (including user fees)
would increase to $6.14bn, versus $5.5bn in fiscal 2019.
The increase would fund a 455 new FTEs, raising FDA’s
authorized headcount to 18,062. (Also see “Trump FY
2020 Budget Renews Push To Reform 180-Day Exclusivity
“ - Pink Sheet, 11 Mar, 2019.)
That budget request was developed under Gottlieb’s
watch, though it was published the week after he
announced his resignation – and the day before HHS
Secretary Alex Azar named National Cancer Institute
Director Ned Sharpless as his interim successor. (Also
see “New Acting US FDA Commissioner Shares Agency’s
Clinical Trial Reform Message” - Pink Sheet, 12 Mar, 2019.)
There are plenty of reasons why Sharpless might have
wanted the job – but the friendly budget will make it that
much more attractive.
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Those favorable numbers are a reminder of the behindthe-scenes benefits brought to FDA by Gottlieb. From a
morale standpoint, the special treatment for FDA in the
budget is doubly important, given that the agency was
affected by the 35-day partial government shutdown
while most other HHS agencies had already secured
appropriations for the current year.
In reality, there is no risk of the deep cuts to agencies like
NIH being given serious consideration on Capitol Hill. Still,
it is safe to say that Sharpless will find it much easier to
talk about the uses FDA plans to make of an extra $600
million than he would having to pretend to be happy with
the Trump administration’s proposed $900 million cut to
the National Cancer Institute.
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Gottlieb’s Short Tenure Will Be Felt Long After He Leaves US FDA
Executive Summary

Commissioner Scott Gottlieb will leave FDA less than two
years after his confirmation, but will exit with a substantial
list of accomplishments for industry and patients.

blocking generic competition, warning that Congress
could make more drastic changes if it did not stop
employing pay-for-delay and licensing tactics intended
to prevent patent challenges. (Also see “Gottlieb: Real
Risk Of Congressional Action If Anti-Competitive Actions
Continue” - Pink Sheet, 3 May, 2018.)

US FDA Commissioner Scott Gottlieb, one of the most
popular and visible commissioners in decades, will end his
tenure as head of FDA in about a month, having moved
the agency in new directions while also advancing highprofile policies.

He also publicly released a list of companies thought to be
using the Risk Evaluation and Mitigation Strategy system
to prevent generic companies from purchasing samples
for testing, although it is not clear the move had much
impact. (Also see “REMS Abuse Website: Celgene, Actelion
Top List Of Suspected ‘Gamers’” - Pink Sheet, 18 May,
2018.)

Gottlieb amassed a legacy that includes new approaches
to drug pricing and opioid policy, as well as record generic
and novel drug approval output, despite running the
agency less than two years.
Gottlieb cited his family in his decision to leave. In a note
to staff, he said “there’s perhaps nothing that could pull
me away from this role other than the challenge of being
apart from my family for these past two years and missing
my wife and three young children.”

The Public Commissioner

Gottlieb may be most remembered for his approach to
communications. He often appeared on television and his
daily Twitter posts complemented the numerous press
releases announcing policy changes and other moves
within the agency. Previous commissioners tended to
avoid the limelight, as well as social media.
Nancy Myers, president of Catalyst Healthcare Consulting,
said in an interview that Gottlieb was pro-patient, proindustry and pro-safety at the same time, which is
difficult. He also used the office in a “forward-leaning
way” not seen often.
“He kind of drove the conversation through very good
communication externally,” Myers said. “He was able to
use a lot of the ideas percolating in the agency, package
them and get them moved forward.”
Gottlieb pushed FDA to the forefront of the drug pricing
debate, a position the agency had not sought in the past.
In his first speech to staff after confirmation, he said that
even though the agency cannot set drug prices, it can
promote competition. (Also see “Gottlieb Places Drug
Pricing Out Front In First Speech To US FDA Staff” - Pink
Sheet, 16 May, 2017.)
Gottlieb was vocal in chastising the brand industry for
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In addition, Gottlieb blasted the rebate system that he
alleged was holding back biosimilar competition for
expensive biologic drugs. (Also see “Biosimilars Need
Better Reimbursement, Not ‘Kabuki’ Coverage, Gottlieb
Tells Insurers” - Pink Sheet, 7 Mar, 2018.)
His emphasis on creating generic competition was
partially successful. The agency set a record for generic
drug approvals in fiscal years 2017 and 2018, although
critics argued that not nearly as many of those products
were reaching the market. (Also see “US FDA Sets Generic
Approval Record, But Generic Sponsors Aren’t Celebrating”
- Pink Sheet, 12 Oct, 2018.)
At the same time, the agency also approved a record
number of novel drugs in 2018, which for the first time
comprised mostly orphan products. (Also see “Orphan
Drugs Compose Majority Of Novel US Approvals For First
Time Ever In 2018” - Pink Sheet, 3 Jan, 2019.)
The Association for Accessible Medicines said in a
statement that the generics and biosimilars industries
“will miss this true champion of patient access.”
“Dr. Gottlieb set a high bar for those who are working
to bring relief to American patients from the burden of
high drug costs,” the trade organization said. “Gottlieb
understood that approvals were not enough to spur
competition, and his leadership extended to improving
market conditions to ensure these generic and biosimilar
medicines would not be blocked by ‘shenanigans.’”
The Pharmaceutical Research and Manufacturers of
America also praised Gottlieb’s pricing mission, as well as
his commitment to help new drugs reach the market.
“During his tenure, he focused on innovation in drug
development and review, increased competition, and
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advanced the regulatory framework for approving novel
technologies, including gene therapies,” the brand drug
trade group said. “His efforts have made a meaningful
impact for patients in need of innovative medicines.”
Gottlieb also oversaw several policy changes intent on
fighting the opioid epidemic, most recently calling for
new trials assessing long-term opioid efficacy and new
prescribing guidelines. (Also see “Long-Term Opioid
Efficacy Studies Will Take Years, Gottlieb Says” - Pink Sheet,
28 Feb, 2019.)

An Independent Commissioner

During his tenure, Gottlieb was unafraid of bold
pronouncements, whether about areas not under the
purview of FDA (such as drug rebating) or public health
areas where the agency has more of a role to play (two of
his higher-profile statements in recent weeks have been
support for raising the minimum age to purchase tobacco
to 21 and suggesting the federal government could do
more to mandate vaccinations).
Gottlieb’s independence earned admiration, said former
FDA Principal Deputy Commissioner Joshua Sharfstein.
Gottlieb “surprised many people by charting his own
course at FDA, focusing on several important topics for
public health,” said Sharfstein, who now is vice dean for
public health practice and community engagement at
the Johns Hopkins Bloomberg School of Public Health.
“These included the harms of nicotine and tobacco,
the importance of lowering drug prices through generic
competition, and the opioid epidemic.”
“FDA staff respected him for his commitment to the
agency’s longstanding public health mission,” Sharfstein
added.
Peter Pitts, president of the Center for Medicine in the
Public Interest and former FDA associate commissioner for
external relations, said Gottlieb “did the right thing,”
“He called it as he saw it,” Pitts said. “And that’s a rare
commodity in Washington these days.”

A White House Favorite

Gottlieb also enjoyed unwavering public support from his
boss, President Trump, another reason his departure was
so surprising.
Trump tweeted that Gottlieb had done “an absolutely
terrific job” as commissioner, adding that “his talents will
be greatly missed.”
Myers said that Gottlieb cultivated a good relationship
not just with Trump and the White House, but also with
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lawmakers on Capitol Hill, “which gave him the credibility
in those circles that he was going to do the right thing.”
Trump became especially enamored with Gottlieb during
the 2018 World Economic Forum in Davos, Switzerland,
calling him a “star.” (Also see “US FDA Commissioner A
‘Star’ At Davos: Hopefully Not A Bad Omen” - Pink Sheet,
29 Jan, 2018.)
Unfortunately for Gottlieb, Trump also placed him in
charge of the administration’s efforts to pass right-totry legislation, placing him in the awkward position of
shepherding a bill that many agency officials and other
stakeholders did not support. (Also see “Trump On Rightto-Try: Gottlieb’s ‘Heading It Up’?” - Pink Sheet, 2 Feb,
2018.)
Even as he worked to rein in what he saw as abusive brand
tactics, Gottlieb also received criticism for his perceived
deference to industry. (Also see “Gottlieb’s Confirmation:
Will Industry Ties Remain A Big Deal After The Hearing?” Pink Sheet, 3 Apr, 2017.)
Sid Wolfe, founder and senior advisor of Public Citizen’s
Health Research Group, said Gottlieb brought a financial
bias favoring the pharmaceutical industry to his role as
commissioner.
Wolfe specifically criticized Gottlieb’s handling of the
opioid crisis, particularly the agency’s decision to approve
AcelRx Pharmaceuticals Inc.’s sublingual opioid Dsuvia
(sufentanil). (Also see “Dsuvia Approval May Be Followed
By New Opioid Review Paradigm At FDA” - Pink Sheet, 2
Nov, 2018.)
Wolfe and Raeford Brown, chairman of the Anesthetic and
Analgesic Drug Products Advisory Committee (AADPAC),
also slammed the agency for not convening the full Drug
Safety and Risk Management Advisory Committee as part
of AADPAC’s review of the controversial product. (Also
see “Public Citizen: US FDA Deliberately Excluded Risk
Committee From Dsuvia Panel To Get Positive Vote” - Pink
Sheet, 18 Oct, 2018.)

Is Abernethy Next?

Until President Trump nominates a replacement, Principal
Deputy Commissioner Amy Abernethy may be in line to
head the agency on an acting basis.
Abernethy, who joined FDA about a month ago from
Roche subsidiary Flatiron Health Inc., has little experience
inside the agency but has worked with FDA in other roles.
She is an oncologist and has worked at Duke University,
which employs former commissioners Mark McClellan and
Robert Califf. (Also see “Commissioner Succession Plan?
Abernethy As Gottlieb’s Number Two Offers One Option” -

© Informa UK Ltd 2019 (Unauthorized photocopying prohibited.)

Pink Sheet, 17 Dec, 2018.)
Former Commissioner Margaret Hamburg employed a
similar strategy in hiring Califf as deputy commissioner
for medical products and tobacco. Hamburg announced
her departure a few weeks later and Califf soon was
nominated for the permanent position. (Also see “FDA
Lands Califf As Top Deputy, Potential Next Commissioner” Pink Sheet, 2 Feb, 2015.)
Califf told the Pink Sheet that Gottlieb’s departure “will be
a big loss for the country. Scott had the skills and did a
great job of meeting the mission of the FDA under difficult
circumstances.”

Commissioner Gottlieb Sees His Job As A Race Against The
Clock” - Pink Sheet, 23 May, 2018.)
And following the mid-term election, stakeholders began
suggesting that Gottlieb may consider leaving the agency
since it is a natural departure time. (Also see “US FDA May
Largely Avoid House Democrats’ Investigation Agenda” Pink Sheet, 7 Nov, 2018.)
Former Commissioner Mark McClellan told the Pink Sheet
that while it was clear Gottlieb cared about FDA and its
mission, “it’s an always-on and very demanding job, and
especially hard with a young family elsewhere.”

While Gottlieb’s succession pattern may follow Hamburg’s,
his departure timing certainly doesn’t. Hamburg, President
Barack Obama’s first FDA commissioner, stayed for most
of his presidency.

McClellan, whom Gottlieb served under during his first
stint at the agency, may have set the template for a quick
exit. McClellan was commissioner for less than 17 months,
although he left for another post in the George W. Bush
administration (CMS administrator) while Gottlieb hasn’t
announced any future plans.

Indeed, most recent commissioners have either left
after a long tenure or due to a change in administration.
Gottlieb would be the second-quickest voluntary
departure in at least several decades. (See chart at end of
story.)

Still, multiple stakeholders were shocked when the news
broke March 5. Former FDA Chief Counsel Peter Barton
Hutt, who now is senior counsel at Covington and Burling,
said the departure was a huge loss and that Gottlieb was
a brilliant commissioner.

Gottlieb hinted last year that his time at the agency
may end sooner than expected. He told a congressional
committee in 2018 that he may to have less time as
commissioner than initially thought. (Also see “US FDA

“I wish he’d change his mind,” Hutt told the Pink Sheet.
“He reached out and took hold of every part of the
agency.”

A Quick Exit

Gottlieb's Tenure As Commissioner Relatively Short

Among recent US FDA commissioners, Gottlieb’s approximately 23-month term will be the second-quickest voluntary
departure, after Mark McClellan. The two commissioners with shorter tenures were involuntary departures: Robert Califf left at
the end of the Obama administration, and Lester Crawford resigned due to ethics violations involving stock ownership.
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Gottlieb’s Momentous Tenure: A Timeline Of What He Did
Executive Summary

After nearly two years as commissioner of the US FDA, Scott Gottlieb is leaving with a highly visible track record of
accomplishments.

Scott Gottlieb will step down as commissioner of the US FDA on April 5, leaving behind a dizzying array of accomplishments.
Highlights listed in the table below:

G OT T L I E B ' S M O M E N TO U S T E N U R E

2017

MAY
11
15
23

Sworn into office
Tells staff top concerns are gaming of generic drug process, opioid abuse
Announces an Opioid Policy Steering Committee

JUNE
18

FDA holds public meeting on how to eliminate barriers and facilitate
generic competition

G OT T L I ESEPTEMBER
B ' S M O M E N TO U S T E N U R E

2017
2018

29

Goes to Puerto Rico in wake of Sept. 20 Hurricane Maria

MAY
JANUARY
11 Sworn into office
11
15
23

FDA releases
2018 Strategic
Policy
which
includes
Tells
staff topits
concerns
are gaming
of Roadmap,
generic drug
process,
opioid abuse
Drug Competition
Action
Plan
and Biosimilar
Innovation Plan
Announces
an Opioid
Policy
Steering
Committee

MAY
JUNE
11
18

Trump
Administration
releases
its Blueprint
to Lower
Prices
and Reduce
FDA
holds
public meeting
on how
to eliminate
barriers
and facilitate
Out-of-Pocket
Costs
generic
competition
17 FDA publishes list of companies that generic manufacturers have had
SEPTEMBER
trouble obtaining samples from
29 Goes to Puerto Rico in wake of Sept. 20 Hurricane Maria

2018

JUNE
4
FDA announces the reorganization of Office of New Drugs
JANUARY
12
11

JULY
MAY
18
11
19

Says
FDA is discussing
with CMSPolicy
a potential
reimbursement
"licensing
FDA releases
its 2018 Strategic
Roadmap,
which includes
model"
for antibiotics
Drug Competition
Action Plan and Biosimilar Innovation Plan
Unveils
agency's Biosimilar
Action
Plan
Trump Administration
releases
its Blueprint
to Lower Prices and Reduce
FDA announcesCosts
proposed reorganization of the Office of the Commissioner
Out-of-Pocket

17
FDA publishes list of companies that generic manufacturers have had
NOVEMBER
trouble obtaining samples from
2
Defends FDA's approval of AcleRx Pharmaceutical's Dsuvia (sufentanil sublingual)

JUNE
DECEMBER
4
6
12

2019

Pink Sheet
Sheet

FDA announces the reorganization of Office of New Drugs
FDA releases its real-world evidence framework
Says FDA is discussing with CMS a potential reimbursement "licensing
model" for antibiotics

FEBRUARY
JULY
8
18
19
27

FDA announces
of Drug
Supply
Unveils
agency'slaunch
Biosimilar
Action
Plan Chain Security Act supply chain
security
pilot program
FDA announces
proposed reorganization of the Office of the Commissioner
Announces FDA will require opioid manufacturers to conduct studies to
NOVEMBER
determine whether chronic use of opioids results in diminished efficacy
2
Defends FDA's approval of AcleRx Pharmaceutical's Dsuvia (sufentanil sublingual)

MARCH
DECEMBER
5
Announces resignation
6
7

FDA
releasesFDA
its real-world
evidence
framework
Announces
will no longer
retroactively
apply suffixes to older biologics
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2019

FEBRUARY
8
27
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FDA announces launch of Drug Supply Chain Security Act supply chain
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security pilot program
Announces FDA will require opioid manufacturers to conduct studies to

