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Executive Summary
The new appointments to the top jobs at NICE 
may bring continuity at a challenging time for the 
institute, but perhaps not the real change that 
some in the industry say is needed.

 

Promoting Gillian Leng from deputy chief 
executive to chief executive at England’s health 
technology assessment body, NICE, is a safe 
choice in changing times. While they may not be 
willing to say so publicly, some in the industry 
will conclude that her appointment is a missed 
opportunity to shake up the organization.

Leng is part of the new leadership team at NICE. 
New chair Sharmila Nebharajani is an out-of-
house hire, but also comes from a background of 
working with NICE. (Also see “Leng & Nebhrajani: 
New Chief & Chair For England’s NICE” - Pink 
Sheet, 18 Mar, 2020.)

NICE, the National Institute for Health and Care 
Excellence, is seen as a global leader when 
it comes to assessing the clinical and cost-
effectiveness of drugs and other health care 
interventions. Leng and Nebhrajani, whose new 
appointments were revealed this month, have 
their work cut out for them.

Continuity During Great Change
Leng has been deputy chief executive at NICE 
since 2007. Richard Torbett, chief executive of the 
Association of the British Pharmaceutical Industry, 
highlighted her experience in an email to the Pink 
Sheet. He said: “I am delighted that Gillian Leng 
has been appointed as the new CEO. Gill has a 
fantastic track record in the NHS [National Health 
Service] and at NICE and will provide strong 

leadership and continuity through the times of 
unprecedented change that lie ahead.”

Leng’s many years of work at NICE will bring a 
wealth of corporate knowledge and likely more 
than a few hints and tips from working closely 
with Andrew Dillon, the departing chief executive, 
who founded the institute in 1999.

Nevertheless, Leng’s appointment has not pleased 
everyone in industry. “I did think Leng would 
be a main contender for the chief executive 
role, simply because she has been deputy chief 
executive for so long,” an industry insider told 
the Pink Sheet. “She is a safe pair of hands,” the 
source said, adding: “This is not necessarily what 
NICE needs. The problem is this is not going to 
give the shake-up that NICE needs.”

Under Dillon’s tenure, the institute has undergone 
big changes, and Leng has been there for many 
of them. They include NICE taking responsibility 
in 2015 for guidance for highly specialized 
technologies, treatments for the rarest conditions. 
In 2017, a fast-track appraisal option was 
implemented alongside a budget impact test (BIT). 
Under the BIT, any drugs that look likely to cost 
more than £20m in any of the first three years 
post launch give rise to a negotiation with NHS 
England.

NICE decision-making has changed too. There is 
more flexibility for its committees, including for 
the rarest treatments – introduced in 2017 – but 
they must operate within the framework set 
out by the agency as a whole. That framework 
includes, but is not limited to, cost-effectiveness 
thresholds. This puts the leadership at NICE right 
in the middle of highly political negotiations and 
debates beyond individual drugs. It is no small 

A Look At The New Leadership Team At NICE
Change Or More Of The Same?



3 / May 2020 © Informa UK Ltd 2020 (Unauthorized photocopying prohibited.)

feat to successfully lead the institute.

With her years of working at NICE, Leng will be 
familiar with the pressures brought to bear as 
the institute continues to evolve in response 
to changing science, changing methods and 
processes, and changing governments.

This could position her well to help navigate 
undoubtedly challenging and uncharted waters 
such as Brexit and as the agency explores changes 
that it could make in light of a far-reaching review 
of its methods (being conducted in-house) – not to 
mention responding to the COVID-19 pandemic. 
Showing that it can act quickly when needs must, 
NICE has just published several pieces of guidance 
relating to COVID-19, and has also started offering 
free fast-track advice for companies developing 
novel diagnostics or therapeutics for the 
coronavirus.

Despite the changes NICE has made over the 
years, it has not gone far enough in the eyes of 
some. Critics say NICE’s methodology and its 
processes are out of date and that the review 
of methods needs to result in real change. The 
insider said, “there has been a message from the 
outset from NICE staffers that it’s an evolution 
not a revolution, when it comes to changing its 
approach. But that’s the wrong mindset.”

The concern is that Leng is a safe choice, with the 
same mindset that the organization has had for 
years. There will be a feeling in some quarters 
certainly that the opportunity was not taken to 
bring in an obvious change maker.

New Chair Must Challenge NICE
Whilst Leng brings continuity, Nebhrajani is a 
relative newcomer to the institute. Since 2017, 
she has been chief executive of Wilton Park, an 
executive agency of the Foreign & Commonwealth 

Office. That job has seen Nebhrajani work 
with governments, multilateral agencies, non-
governmental organizations, policy makers and 
academics on topics ranging from sexual violence 
in conflict zones to global health issues.

Nebhrajani’s previous roles include director of 
external affairs at the Medical Research Council 
and chief executive at the Association of Medical 
Research Charities. She has NHS experience too, 
having worked at NHS Sussex. She is no stranger 
to working with a variety of stakeholders, some of 
whom are in top leadership positions too.

There is hope that Nebharajani will be able 
challenge NICE. The source said: “A proper chair 
will challenge the organization. She’ll need to 
really challenge the chief executive and the board 
to do what’s right for the customer. Here it’s the 
NHS.”

Leng’s new post was announced on 18 March and 
Nebhrajani’s on 13 March.

Prior to winning the post, the new chair 
underwent a pre-appointment inquiry by the UK 
parliament’s health and social care committee. 
That process allowed Nebhrajani to set out her 
main priorities in the new role.

Working at pace was Nebhrajani’s first priority 
which seems particularly pertinent given that 
NICE has issued rapid guidance for managing 
COVID-19. Also on the list were the growing cost 
of health care and supporting the NHS in its 
transformation. These are all priority areas for the 
pharmaceutical industry too, although companies 
may have a different view when it comes to 
responding to them.

Leng takes up her new role on 1 April and 
Nebhrajani on 25 May.
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EMA Unveils Revamped Human Medicines Unit
Old Hands To Head Up New Task Forces

Executive Summary
Europe’s top drugs regulator has reorganized its 
operations to tackle what it calls “fundamental 
changes” brought by new legislative initiatives, 
digital technologies, global trends in science, and 
staff losses due to Brexit. More changes are to be 
implemented during the course of 2020 in a bid 
to optimize the agency’s regulatory and scientific 
output.

 

The European Medicines Agency has implemented 
its new organizational structure, including a fully 
integrated human medicines division, a move that 
was first announced at the end of last year as part 
of a “future-proofing” exercise that the agency 
hopes will keep up the quality of its services to 
stakeholders.

Spurred by the loss of staff following its relocation 
to Amsterdam, as well as the need to tackle 
new challenges in science and technology and a 
growing regulatory workload, the restructuring 
includes the creation of four new “mission-critical” 
task forces in key areas. (Also see “European 
Medicines Agency Restructures To Tackle New 
Challenges” - Pink Sheet, 23 Dec, 2019.)

EMA executive director Guido Rasi said the 
changes would “strengthen our ability to carry 
out important new activities together with our 
partners in the European medicines regulatory 
network and tackle the important opportunities 
and challenges that lie ahead, such as analysis of 
healthcare data, digitalization and new scientific 
methods and technologies.”

They would also “ensure that we are geared up 
for the future with more efficient processes firmly 

rooted in data and digital technology to keep pace 
with rapid advances in science,” Rasi added.

The changes being made relate only to the EMA’s 
internal organization, and the functioning of its 
processes and scientific committees will not be 
affected, the agency noted.

New Human Medicines Division
The EMA’s human medicines division oversees 
products throughout their lifecycle, and its 
functions include providing guidance and advice 
during medicine development, the marketing 
authorization process, and post-approval safety 
monitoring. It also acts as the secretariat for the 
agency’s various committees and working parties.

Now integrating all human medicines operations, 
the revamped division is headed by Alexis Nolte, 
a French biochemist with a masters in regulatory 
affairs and pharmaceutical legislation. He has 
been with the agency since 1999, most recently 
as head of information management and adviser 
for human medicines. Before joining the EMA he 
worked as a post-doctoral research scientist at the 
Institut Pasteur in Paris and as a consultant to the 
World Health Organization.

Working closely with Nolte will be Enrica Alteri, 
who has been appointed adviser on human 
medicines, and Spiridon Vamvakas, who becomes 
scientific adviser on human medicines.

The division has three departments: scientific 
evidence generation (headed by Michael 
Berntgen), quality and safety of medicines 
(Evdokia Korakianiti) and committees and quality 
assurance (Radhouane Cherif). The structure 
of the veterinary medicines division under Ivo 
Claasen remains unchanged.
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Four Task Forces For ‘Transformational 
Change’
The task forces will support the EMA’s human and 
veterinary divisions by bringing together expertise 
and driving “transformational change” in four 
high-priority areas, the EMA said. The new entities 
are all headed by seasoned EMA veterans.

The Digital Business Transformation task force 
will be responsible for implementing complex, 
digital change initiatives that affect the strategy of 
the EMA, its structure and operations in relation 
to the EU regulatory network and its partners 
and stakeholders. Led by Zaide Frias, its role will 
include adapting EMA operations to fundamental 
changes brought by new legislative initiatives, 
digital technologies and global trends.

The Data Analytics and Methods task force, 
headed by Peter Arlett, will be responsible for 
building up capacity within the agency and across 
the network, to “deliver robust evidence for 
benefit-risk decision-making,” the agency said. 
This will be done by offering expert scientific 
advice on products under development, 
strengthened support for marketing authorization 
assessments, and expert methods advice and data 
analysis for marketed drugs.

Anthony Humphreys will take the reins of the 
Regulatory Science and Innovation task force, 
which has responsibility for continuous “future-
proofing” of the agency and the network. It will do 
this, the agency says, by “addressing key scientific 
and technological trends and their translation 
through the development of EMA’s regulatory 
science strategy, planning and governance.” It will 
also aim to provide an enhanced first-point-of-
contact service to drug developers, in particular 
small and medium-sized enterprises and those in 
academia.

The Clinical Studies and Manufacturing task force 
under Fergus Sweeney will be responsible for 
developing and guiding the EMA’s strategy at EU 
and global level to support clinical studies and 
manufacturing.

More Ahead
And there is more to come this year. The agency 
said further reviews and operational changes 
would be introduced during the course of 2020, 
“with the aim of continually improving the quality 
of EMA’s regulatory and scientific output and level 
of service for its stakeholders.”
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New Faces In US FDA Review Division Leadership

Executive Summary
Final phase overhaul of FDA’s new drug review 
groups includes half-a-dozen first-time division 
directors. Most have long experience at the 
agency – but not all with the drugs they will now 
oversee.

 

Like most of the country, the US Food & Drug 
Administration is preparing for a potentially 
extended period of work-from-home and other 
disruptions from routine thanks to the COVID-19 
outbreak.

But it is also wrapping up a long-planned, 
once-in-a-generation overhaul of its new drug 
review divisions, with the final phase of the 
reorganization of the Office of New Drugs formally 
initiated on 16 March. (Also see “US FDA Drug 
Office Reorg Enters Homestretch With Leadership 
Nods For Three Clinical Offices” - Pink Sheet, 17 
Mar, 2020.)

OND Director Peter Stein underscored the 
(hopefully) longer term significance of the new 
structure amid the unsettling disruption of the 
pandemic. “As much of the nation shifts activities 
towards teleworking and virtual meetings, I hope 
that we can, at least briefly, take a moment to 
recognize that the Office of New Drugs (OND) has 
achieved an important milestone,” he said.

Stein also underscored an important element of 
the re-organization: the people – and especially 
the broader group of leaders that the expanded 
division line-up requires. “One of the major tasks 
in implementing the reorganization was the 
selection of leadership for the many new offices 
and divisions,” he said.

“Our new leadership group includes many 
experienced division and office directors who will 
continue to provide outstanding leadership, and 
many new to the role – who are excited to take on 
the challenge of leading divisions or offices and 
bring great talent and capabilities to their new 
positions.”

That latter group – FDAers “new to the role” of 
division directors – is especially prominent in the 
last phase of the reorganization. A half dozen of 
the newly named division directors in the last 
batch of appointments have never run an FDA 
division before. That is a relatively large share 
of the new leaders elevated across the entire 
reorganization and partially explains why these 
divisions were left for last.

The new leaders are not new to FDA, and several 
are in fact long-serving reviewers in different 
capacities. But none of the six has previously led 
an FDA review division. They include:

Kathleen (Katie) Donohue 
Acting Director of the Division of Rare Diseases and 
Medical Genetics (DRDMG) 

The rare disease division is one of the most 
interesting new creations within the OND 
overhaul, since it cuts against the “specialty” focus 
of most of the divisions. As a practical matter, 
Stein clarified that the new division is formed out 
of the existing Inborn Error of Metabolism staff 
(previously part of the GI Division) and “from the 
rare disease staff in the OND Immediate Office.”

Donohue only recently moved into the rare 
disease team at the agency. She initially joined 
FDA as a reviewer in the pulmonary division in 
the middle of the 2010s (reflecting her medical 
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specialty) before moving over to a team leader 
position in the GI Division. At the time the re-org 
began, GI Division Director Dragos Roman was 
widely expected to head the new rare disease 
group. However, he retired from the agency 
earlier this year.

Joseph Toerner
Acting Director of the Division of Hepatology and 
Nutrition (DHN)

Another spin-out of the GI division, DHN will 
be a rare example in the new FDA line-up of an 
appointment of an experienced member from 
a different division to a new leadership role. 
Toerner is an infectious disease specialist and has 
spent more than 20 years at FDA, most of it in 
the antimicrobial division where he most recently 
served as Deputy Director for Safety. He was a 
member of the Antibiotic Task Force launched by 
FDA in 2012 to implement the GAIN Act and was a 
frequent presenter at events focused on efforts to 
revive the class and reduce traditional barriers to 
new product development.

Jessica J. Lee 
Acting Director of Division of Gastroenterology (DG)

Lee has been an associate director in the GI 
Division and will now take over the remainder of 
that group with the inborn errors and hepatology 
teams shifted to separate divisions. She has 
represented FDA at meetings on topics like celiac 
disease endpoints and pediatric inflammatory 
bowel disease trials. She will be a recognized face 
for GI sponsors, having worked in the division for 
about a decade at the reviewer level.

Nikolay Nikolov
Acting Director of the Division of Rheumatology and 
Transplant Medicine (DRTM)

Nikolov has been the de factohead of 
therheumatology review team at FDA since the 
departure of Badrul Chowdhury as head of the 
Pulmonary Allergy & Rheumatology division early 
in the reorganization process. Pulmonologist Sally 
Seymour was formally named as Chowdhury’s 
successor at that time, but as expected she 
will continue as director of the new pulmonary 
focused division, leaving Nikolov to ascend to a 
formal director position in rheumatology – which 
will also add in transplant staff from the former 
Ophthalmology/Transplant division.

Theresa Kehoe
Acting Director of the Division of General 
Endocrinology (DGE)

Kehoe is another very experienced reviewer 
who is moving up within an area of existing 
specialization. She joined FDA in 2002 and has 
extensive experience in bone drug reviews – 
part of the new division that combines former 
elements of the Bone, Reproductive & Urology 
Drug Products Division with the non-diabetes/lipid 
components of the Endocrinology & Metabolic 
Drugs Division. (Leslie Yanoff, who has been acting 
head of E&M, will continue to oversee those more 
common diseases as head of the new Diabetes, 
Lipid and Obesity division).

Christine Nguyen
Acting Director of the Division of Urology, Obstetrics, 
and Gynecology (DUOG)

Nguyen has been the deputy director for safety in 
DBRUP; she is the only one of the “new” directors 
with an established deputy in place: Audrey 
Gassman will continue as deputy, her current post 
in DBRUP.
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US FDA Drug Office Reorg Enters Homestretch With 
Leadership Nods For Three Clinical Offices

Executive Summary
Hylton Joffe was named acting director of the 
new Office of Rare Diseases, Pediatrics, Urologic 
and Reproductive Medicine but also will continue 
to serve as Office of New Drugs acting deputy 
director; agency veterans Ellis Unger and Julie 
Beitz also tapped for clinical office leadership 
roles in final stage of massive reorg.

 

The US Food and Drug Administration announced 
three new office leaders under the last phase of 
the massive Office of New Drugs reorganization, 
one of whom will be doing double duty as OND 
acting deputy director.

Hylton Joffe, who had been director of the Division 
of Bone, Reproductive and Urologic Products 
(DBRUP) under the old OND structure, has been 
named acting director of the Office of Rare 
Diseases, Pediatrics, Urologic and Reproductive 
Medicine (ORPURM).

The announcement came from OND Director 
Peter Stein in a 16 March email discussing the 
beginning of the fourth, and last, implementation 
phase of the OND reorganization.

Stein also announced the leadership for two other 
new clinical offices. Ellis Unger will head the Office 
of Cardiology, Hematology, Endocrinology and 
Nephrology (OCHEN), and Julie Beitz will lead the 
Office of Immunology and Inflammation (OII). (See 
chart at end of story.)

Joffe Retains OND Acting Deputy Role
In addition to serving as acting director of 
ORPURM, Joffe will continue in the role of OND 
acting deputy director for clinical, the agency told 
the Pink Sheet.

Joffe has served as OND acting deputy director 
since early December. (Also see “US FDA Office Of 
New Drugs Reorg: Phase 3 Pushed To January” - 
Pink Sheet, 3 Dec, 2019.) Khushboo Sharma is the 
OND deputy director for operations.

The acting title on the ORPURM role could 
suggest Joffe is destined for the OND clinical 
deputy director’s slot on a full-time basis pending 
appointment of a permanent leader for the new 
review office.

ORPURM was formed from divisions in the old 
Office of Drug Evaluations III and IV, and the 
deputy director’s position currently is listed as 
“pending selection.”

Joffe is a 14-year agency veteran who has served 
in various positions, including almost eight years 
as director of DBRUP and more than four years 
as lead medical officer in the diabetes drug group 
of the Division of Metabolism and Endocrinology 
Products.

Unger, Beitz Fill Out Office Director Positions
Unger, who was tapped to lead OCHEN, has been 
director of the ODE I since July 2012. He formerly 
served as deputy director of ODE I and deputy 
director of the Division of Cardiovascular and 
Renal Products.

Mary Thanh Hai was named deputy director of 
OCHEN. She had been deputy director of ODE 
II before stepping in as acting director. She is a 
former director of the Division of Metabolism and 
Endocrinology Products.

Julie Beitz, who has served as director of ODE III 
since 2006, is the new director of OII; the deputy 
director position has not yet been filled.
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Leadership In Place
The OND reorg is intended to bring a more 
disease-focused structure to CDER’s new 
drug review activities while also flattening the 
operation.

Under the reorg, the number of offices that 
oversee review divisions has increased from six 
to eight, while the number of clinical divisions 
has grown from 19 to 27. The new structure also 
includes six non-clinical review divisions.

The reorganization received congressional 
approval in September 2019 and has been 
implemented in four phases. The first phase 
saw the establishment of the Office of New Drug 
Policy, Office of Program Operations, Office of 
Drug Evaluation Sciences, and the immediate 
offices of Office of Regulatory Operations and 
Office of Administrative Operations. (Also see 
“US FDA’s Office Of New Drugs Reorganization 
Approved, But Not Happening Overnight” - Pink 
Sheet, 27 Sep, 2019.)

Phase II brought the establishment of the 
new oncology, neuroscience and infectious 
disease review offices. (Also see “Drug Review 
Reorganization At US FDA Coming Into Focus” - 
Pink Sheet, 7 Nov, 2019.)

The offices of nonprescription drugs, specialty 
medicine and regulatory operations were 
established in the third phase. (See sidebar.)

The last phase of the reorg implementation will 
occur over the next several weeks, Stein said. 
“Divisions operating in ‘transition’ from earlier 
phases will now operate as part of their new 
offices. Leadership is now in place for all offices 
and divisions established during our restructuring, 
with a few exceptions.”

One OND leadership vacancy still remaining is 
that of associate director for the rare diseases 
program. Stein is filling the slot in an acting 
capacity. Filling the position on a permanent basis 
remains a top priority for OND, although there is 
no specific timetable for doing so, the agency said.
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Executive Summary
A deputy center director position remains open 
and four new associate director positions were 
added over the last year.

 

In less than a year, the US Food and Drug 
Administration’s Oncology Center of Excellence 
has undergone a significant leadership shake-up 
with several additions and subtractions from the 
ranks.

Between March 2019 and January 2020, five 
existing positions changed hands and another was 
not filled following a departure. At the same time, 
four new positions appear to have been created. 
(See table below.)

Among the most prominent OCE leaders to leave 
the agency recently was Deputy Center Director 
Gideon Blumenthal, who left on 31 January for a 
vice president position at Merck & Co. Inc.. OCE 
Director Richard Pazdur would not say 5 February 
who would replace Blumenthal, indicating that 
a formal announcement of a new deputy center 
director was upcoming. Paul Kluetz moved 
from associate director for patient outcomes 
to deputy center director, according to the new 
annual report, although that appears to be as the 
replacement for former deputy center director 
Amy McKee, who left in February 2019. (Also see 
“Oncology Center Of Excellence Comes Of Age at 
US FDA” - Pink Sheet, 2 Apr, 2019.)

Sean Khozin, who had been associate director for 
informatics and in founding director of the OCE 
Information Exchange and Data Transformation 
(INFORMED) program, also left the agency in 
2019 and now is global head of data strategy at 

Janssen R&D LLC. His position has not been filled, 
and Pazdur said his duties running INFORMED 
would be divided between others in the oncology 
program.

The OCE executive committee membership 
also has not changed since losing a member. 
The head of the Office of Medical Products and 
Tobacco had sat on the committee, but the 
position was eliminated as part of a 2019 FDA 
reorganization, creating a vacancy. (Also see “US 
FDA Reorg: Defining The “Central” Purpose Of A 
Commissioner” - Pink Sheet, 22 Mar, 2019.)

Patricia Keegan, who spent many years in 
the Office of New Drugs’ Division of Oncology 
Products II, took one of the new OCE positions 
created in 2019, and now is its associate director 
for medical policy. Her move was prompted 
by the ongoing OND reorganization. (Also see 
“US FDA Oncology Leadership Shuffle Moves 
Patricia Keegan To OCE; Gootenberg Takes On 
Recruitment” - Pink Sheet, 14 Nov, 2019.)

OCE also added Joohee Sul as associate director 
of neuro oncology, Dianne Spillman as associate 
director of global regulatory outreach, and 
Jennifer Gao as associate director for education. 
Gao was listed as acting associate director in the 
annual report, but the agency said her title now is 
permanent.

OCE celebrated its third birthday during a 
5 February public workshop on envisioning 
oncology product development in 2025. 
Among the discussions was expanding Project 
Orbis, OCE’s program allowing collaborative 
and simultaneous review of applications with 
Canadian and Australian authorities.

Oncology Center of Excellence Grows Leadership Structure, 
With A Vacancy Remaining
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Oncology Center of Excellence Leadership Changes
The FDA’s Oncology Center of Excellence added several new leadership positions and saw changes in a few 
others heading into its third year.

* Gideon Blumenthal left the FDA in late January 2020.
** Amy McKee held the second deputy center director position in early 2019, but left the agency in February that 
year.

The positions and those filling them were listed by the FDA as of March 2019 and in the 2019 Oncology Center of 
Excellence Annual report, which was published in January 2020. 

Source: FDA and 2019 Oncology Center of Excellence annual report

New Positions Added In 2019 OCE Annual Report


