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HHS Nominee Azar:  
Great News For Industry But  
ACA Reform Will Be Priority
CATHY KELLY  catherine.kelly@informa.com

If any more proof is needed, Trump’s nom-
ination of former Eli Lilly & Co.executive 
Alex Azar to become HHS secretary 

should confirm the Administration is not 
planning to take on the industry over drug 
pricing, despite the president’s rhetoric.

Azar spent 10 years as an executive at 
the Big Pharma and is expected to be an 
even stronger industry ally at HHS than his 
predecessor, Tom Price. He was president 
of Lilly USA from 2012 to 2017, VP of Lil-
ly’s US Managed Healthcare Services and 
Puerto Rico from 2009 to 2011 and joined 
the company in 2007 as senior VP of corpo-
rate affairs and communications.

But he brings a track record in working in 

the upper echelons of HHS as well, which 
may be more to the point. As secretary of 
HHS, he’ll spend a lot of his time on the 
broader health care concerns surrounding 
reform of the Affordable Care Act.

“Alex deeply understands HHS in all fac-
ets due to his extensive government expe-
rience,” Avalere Health President Dan Men-
delson commented in an email. “This is a 
huge advantage for any incoming HHS Sec-
retary because he understands the levers of 
the job – and how to prioritize his efforts.”

Azar spent six years at HHS under Presi-
dent George W. Bush, culminating with a 
stint as deputy secretary from 2005 to 2007. 
He also served as HHS general counsel from 

2001-2005, during the run-up to the 2006 
launch of the Medicare Part D program.

Azar’s nomination was announced by the 
White House Nov. 13, and President Trump’s 
tweet declared, “He will be a star for better 
healthcare and lower drug prices!”

Price resigned as secretary Sept. 29 fol-
lowing public criticism over his use of ex-
pensive noncommercial flights for HHS 
business travel. (Also see “HHS Leadership 
Upheaval Could Delay Initiatives Impacting 
Biopharma” - Pink Sheet, 29 Sep, 2017.)

At HHS, Azar would join former col-
league Eric Hargan, who was confirmed as 
deputy secretary at the beginning of Octo-
ber and is currently serving as acting secre-
tary of the department. (Hargan took over 
the acting role from Assistant Secretary 
for Health Don Wright). Hargan previously 
served at HHS from 2003 to 2007 in various 
capacities including regulatory policy offi-
cer and worked with Azar during that time.

Indeed, the HHS press office took the 
unusual step of putting out a statement on 
Azar’s nomination, praising him as “someone 
who is extremely qualified and a respected 
leader in the healthcare community.”

Azar will be in a position to advance in-
dustry priorities as head of the department 
that oversees FDA, the Centers for Medi-
care and Medicaid Services, NIH and the 
Health Resources and Service Administra-
tion, which administers the 340B program.

[Editor’s note: CMS Administrator Seema 
Verma – along with Scott Gottlieb, Janet 
Woodcock, and other FDA leadership – will 
be speaking at the FDA/CMS Summit on Dec. 
5-6 in Washington, DC. For more informa-
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tion, please visit the conference homepage.] 
During his five years (2012-2017) as pres-

ident of Lilly USA, Azar spoke frequently in 
defense of the industry on drug pricing 
and touted the treatment innovations now 
reaching the market. He has been a strong 
advocate of industry arguments that it’s 
not high drug prices that are the problem, 
it’s insurance benefit designs that shift 
costs to members through burdensome 
coinsurance or high-deductible plans.

CHAMPION OF VALUE-BASED 
CONTRACTING, POINT-OF-SALE 
REBATES
He has championed two industry propos-
als on how to fix the drug cost problem 
caused by insurance: 1) advance value-
based contracting by removing regulatory 
and legislative barriers and 2) reduce the 
burden on patients by redirecting drug 
rebates to offset cost sharing at the point-
of-sale rather than the current practice of 
using rebates to lower premiums.

He has also suggested that a way to bet-
ter manage drug costs in the Medicare Part 
B program may be to allow pharmacy ben-
efit managers to negotiate prices the way 
they do in Medicare Part D. Part B drugs, 
which include those administered by phy-
sicians, are currently reimbursed based on 
an average sales price plus 6% formula.

Over the last couple of years, Lilly has 
taken a leadership role in promoting value-
based purchasing through an advocacy 
campaign with national insurer, Anthem 
Inc. The companies have been pushing for 
regulatory and legislative relief from obsta-
cles that stand in the way of such contracts, 
including federal government price report-
ing rules such as Medicaid best price and 
FDA restrictions on communications with 
payers. (Also see “Lilly, Anthem Singing Same 
Tune On Value-Based Pricing, Communication 
Policy” - Pink Sheet, 9 Feb, 2016.)

CMS recently took a step in that direc-
tion by issuing a request for information in 
September on how the agency’s Center for 
Medicare and Medicaid Innovation could 
approach experiments in new payment 
models in a number of areas, including 
prescription drugs.(Also see “Drug Payment 

Experiments Coming To Medicare, Medic-
aid” - Pink Sheet, 20 Sep, 2017.)

If confirmed, Azar would likely help ad-
vance those policies, guided by an execu-
tive order from the president that is due to 
come out soon. (Also see “Trump Exec Order 
On Drug Costs: Seeking To Balance Access, 
Innovation” - Pink Sheet, 23 Jun, 2017.)

LIVELY CONFIRMATION 
HEARINGS EXPECTED
However, his appointment will raise con-
cerns among Democrats in Congress and 
other critics of the biopharma industry. 
Public Citizen’s statement on Azar’s nomi-
nation on was subject-lined “Trump taps 
industry shill as health secretary.”

Sen. Patty Murray, D-Wash., Ranking 
Member of the Senate Health, Education, 
Labor, and Pensions (HELP) Committee, said 
she is “interested in how, given Mr. Azar’s 
professional background, he believes he 
can fairly execute any significant effort to 
lower drug prices for patients – and I will 
do everything I can to ensure he meets the 
highest ethical standards, especially in the 
wake of former Secretary Price’s financial 
conflicts and abuse of office.”

Azar’s Senate confirmation hearings will 
be lively, but his appointment is expected 
to be approved. “From a political stand-
point, Alex is a great choice because he is 
thoughtful on the issues, and while he is 
a solid conservative, he isn’t too extended 
on any one issue to prevent a bipartisan 
discussion,” Avalere’s Mendelson observed.

“I expect that he will face some ques-
tions and would need to manage recusals 
from various aspects of pharma due to his 
tenure at Lilly, but that shouldn’t be a sub-
stantive issue, and I would expect him to 
sail through easily.”

The AIDS Institute also seemed to ac-
knowledge those political realities, not-
ing in its statement on the nomination 
that “while we may not share some of the 
Trump Administration’s objectives relative 
to such issues as the Affordable Care Act 
and Medicaid, we believe a practical prob-
lem-solver like Mr. Azar is the right person 
for the job for this Administration.”

DANGER TO ‘THE CROWN JEWEL’
Azar has expressed confidence that law-
makers recognize the industry’s value 
and are interested in preserving its abil-
ity to innovate.

“The biopharma industry is actually in-
credibly respected in Washington on both 
sides of the aisle,” Azar told a conference 
sponsored by cloud-based software pro-
vider Veeva Systems last May. “These are 
some of the best jobs in the US. It is an eco-
nomic engine of international trade for the 
US. It is an [intellectual property] reposi-
tory for the US. It’s the crown jewel; any 
country on earth would like to have the bi-
opharma industry that we have in the US. 
Policymakers, at least behind closed doors, 
understand and respect that.

“They also respect the fact, most of them 
are learning, that we are right now at the 
beginning of a golden age in pharmaceu-
ticals to rival what we saw in past decades,” 
Azar continued. “This is why the pricing de-
bate is so dangerous. They sort of want the 
debate to get solved because they know 
they don’t want to kill this industry, this 
golden age, right as it is starting.”  

Published online November 13, 2017
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Political Bargaining Intensifies In Final Days  
Before Vote On EMA’s New Home”
IAN SCHOFIELD  ian.schofield@informa.com

W ith just days to go before EU ministers decide which 
country will be home to the European Medicines 
Agency when it relocates from London as a result of 

Brexit, candidate countries are intensifying their efforts to secure 
the much-prized agency amid fears that political hard bargaining, 
rather than the best interests of the agency and public health, will 
decide the result.

The vote will take place during the General Affairs Council (Ar-
ticle 50) meeting on Nov. 20, and the winning city is expected to be 
announced at around 5-6pm Brussels time (see box for the voting 
system). A few of the original 19 candidate cities have unofficially 
dropped out of the race, but around 15 are understood to be still 
interested in winning the agency.

The EU authorities had wanted the choice of city to be made on 
a set of “objective” criteria that were drawn up earlier this year and 
formed the basis of the bids put forward by the candidates. The six 
criteria were: assurance that the agency can be set up on site and 
begin operations on the date of Brexit; accessibility of the location; 
adequate education facilities for the children of agency staff; ap-
propriate access to the labor market, social security and medical 
care for both children and spouses; the agency’s business continu-
ity; and the geographical spread of EU agencies.

However, it appears that these considerations – and the prefer-
ences of the agency’s staff – may play second fiddle to political 
bargaining and pressure from eastern European countries that do 
not currently have an EU agency, to the alarm of many in the bio-
pharmaceutical sector.

Nathalie Moll, director general of the European industry body 
EFPIA, called on EU member states to “base their decision on sup-
porting the continuity of the EMA’s critical functions, its ability to 
retain staff and access expert networks.”

With the various technical aspects that need to be managed to 
ensure continuity of care for patients in relation to Brexit, “Europe 
must get the EMA’s relocation right,” Moll declared, stressing the 
need to take the decision “on the basis of essential and objective 
criteria that place patient health at their core.”

“HORSE-TRADING ALL THE WAY”
The criteria clearly will play a role in the decision – as one national of-
ficial said, “there are limits to who you want to support.” But member 
states appear to have descended to vote-swapping in the scramble 
to secure this prestigious agency. “Now it is horse-trading all the 
way,” said a national official from one of the candidate countries.

Member states “are trying to sell their votes for favors in other 
areas, and this makes the whole game very difficult to predict,” the 
official said. “It is not so much ‘Who is the best candidate?’ as ‘Who 
is the candidate who is willing to pay the most?’”

E M A

T H E  V OT I N G  P R O C E S S  F O R
 T H E  E M A  A N D  E B A

The vote for the European Medicines Agency and the 
European Banking Authority will consist of successive 
voting rounds, with the votes cast by secret ballot.

In the first round, each EU member state will have one 
vote consisting of six voting points, which should be 
allocated in order of preference to three offers: three 
points to the first preference, two to the second and 
one to the third. If one offer receives three voting points 
from at least 14 member states, this will be considered 
the selected offer. Otherwise, the three offers (or more 
in case of a tie) with the highest number of points will 
go to a second round of voting.

In the second round, each member state will have one 
voting point, which should be allocated to its preferred 
option in that round. If one offer receives 14 or more 
votes, it will be considered the selected offer.

Otherwise, a third round will follow among the two of-
fers (or more in case of a tie) with the highest number of 
votes, again with one voting point per member state. In 
the event of a tie, the presidency will draw lots between 
the tied offers.

“ It is not so much ‘Who is the 

best candidate?’ as ‘Who is  

the candidate who is willing  

to pay the most?’”  

– national official
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Just what kind of favors are being traded is open to speculation, 
although they are understood to be include jobs in particular EU de-
partments, involvement in health-related or other projects, and so on.

Matters are complicated by the fact that a vote is also taking place 
on the relocation of another London-based EU agency, the Euro-
pean Banking Authority, in which eight countries have expressed 
an interest. Countries may well be agreeing to offer a country their 
EMA vote in return for an EBA vote for them, for example.

STRONGEST CONTENDERS
As for the likely strongest contenders, a handful of western Euro-
pean countries, including Barcelona, Copenhagen, Amsterdam 
and Vienna, were deemed front-runners by the European Commis-
sion in its assessment of the bids earlier this year, and were among 
those most favored by EMA staff in an internal survey. (Also see 
“EMA Discloses Staff’s Preferred Host Cities, Amid Fears Relocation 
Could Batter Its Budget” - Pink Sheet, 9 Oct, 2017.)

Milan has been widely tipped, but Bratislava has also emerged 
as a strong candidate. In common with some other eastern Euro-
pean countries, the Slovakian capital has made much of the fact 
that it does not currently have an EU agency, and claims that the 
“geographical spread” criterion means it should be a firm favorite.

Thomas Lönngren, a former executive director of the EMA who 
now works as a strategic advisor to the consultancy, NDA Group, 
agreed that the fact that Slovakia does not have an EU agency 
would likely play a role in the vote. “When you look at how agen-
cies in Europe have been located over the years, it has been to the 
existing older member states and the new member states have not 
got any,” he remarked to the Pink Sheet.

Bratislava scored fairly well on the commission’s assessment, 
but came very low down in terms of staff preference – the results 
suggested that if it were chosen, the EMA would likely lose 70% or 

more of its staff, posing serious problems for the agency’s business 
continuity and ability to fulfil its functions. (Also see “EMA Paints 
Nightmare Scenario Of EU System ‘Unraveling’ If Relocation Goes 
Wrong” - Pink Sheet, 26 Sep, 2017.)

Noting that the Swedish capital Stockholm, for which the survey 
showed a staff retention rate of just 30-50%, was still in the race for 
the EMA, the national official said: “It will be very interesting if ends 
up there. Of course, everyone knows if it ends up in Bratislava then 
we have a big problem – but how big is the problem if it ends up in, 
say, Sweden?” How many staff can the EMA afford to lose “without 
being totally destroyed?” he asked. “That is really the big question, 
but I don’t think people are really thinking about it.”

However, one former EU official suggested that staff preferences 
would not matter that much to a country that was determined to 
secure such a prestigious agency: “When a country’s pride is at 
stake, the weight of the staff at an agency is less important.”

“It will be quite tight in the first round,” the national official said. 
“You have no idea if Copenhagen, Amsterdam, Milan, Stockholm 
will make it to the second round, and it is unclear whether Bratisla-
va will make it to the second round. This makes the second round 
more unpredictable because it is difficult to make deals if you have 
no idea who is going to be in the round.”

Lönngren too was unwilling to hazard a guess as to which coun-
try might win the agency. “Everybody is asking me what I think. I 
say I don’t speculate because I have been in this game long enough 
to know that these kinds of votes are highly unpredictable because 
you have this kind of voting system, and what is going on behind 
closed doors, trading between member states… so we have to put 
our safety belts on and wait for the outcome.”  

From the editors of Scrip Regulatory Affairs. Published online  
November 16, 2017

E M A

CHMP OKs Drugs For MS, Esophagitis, CMV & Hemophilia 
– And First EU Biosimilar Avastin
IAN SCHOFIELD  ian.schofield@informa.com

The European Medicines Agency’s 
main scientific committee, the 
CHMP, has given positive opinions 

on ten new products, including Astra-
Zeneca PLC’s Fasenra (benralizumab) for 
eosinophilic asthma, Dr Falk’s Jorveza, a 
budesonide-containing orphan drug for 
esosinophilic esophagitis that underwent 
an accelerated assessment procedure, and 
– at last – Roche’s Ocrevus (ocrelizumab) 
for multiple sclerosis.

Other products OKd at the commit-
tee’s monthly meeting last week included 
Merck Sharp & Dohme Ltd.’s Prevymis (le-
termovir) for post-transplant prevention of 
cytomegalovirus (CMV) reactivation, Shire 
Pharmaceuticals’ Adynovi (rurioctocog alfa 
pegol) for patients with hemophilia A, and 
Endoceutics Inc.’s Intrarosa (prasterone) 
for vulvar and vaginal atrophy, as well as 
three generic drugs. 

The CHMP also gave the all-clear to Am-

N E W  P R O D U C T S
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gen Inc.’s Mvasi (bevacizumab), which if 
approved by the European Commission 
will become the first biosimilar version of 
Roche’s blockbuster anticancer Avastin in 
the EU. 

But Janssen-Cilag pulled its application 
for sirukumab for rheumatoid arthritis, and 
said it no longer intends to pursue this in-
dication for the product.

POSITIVE OPINIONS
The ten positive opinions this month are 
as follows (in the order they appear in the 
EMA list):

 • Dr Falk’s Jorveza (budesonide), which 
underwent an accelerated assessment 
procedure as an orphan drug for the 
treatment of eosinophilic esophagitis 
(EoE), a rare inflammatory condition 
of the esophagus. Budesonide is the 
active ingredient in AstraZeneca’s asth-
ma drug Pulmicort, but no medicinal 
products are currently available for 
EoE. Jorveza will be available as oro-
dispersible tablets. The main Phase III 
trial with the drug involved 88 patients 
and confirmed the efficacy of the new 
formulation, with 90% of patients 
treated with Jorveza showing histo-
logical remission. The most common 
side-effects observed included local 
fungal infections (mouth, pharynx 
and esophagus), headache, nausea, 
dyspepsia, gastroesophageal reflux 
disease, decreased cortisol levels and 
lip edema. The accelerated assessment 
mechanism is reserved for medicines 
of major public health interest. 

 • Another orphan drug, MSD’s Prevymis 
(letermovir) for the prevention of CMV 
reactivation and disease in patients 
receiving immunosuppressant therapy 
after allogeneic hematopoietic stem 
cell transplant. The product is a first-in-
class viral terminase complex inhibitor. 
The EMA noted that while there are 
several antiviral drugs approved for 
this indication, they are associated 
with toxicities and there is a need for 
better tolerated agents. The CHMP rec-
ommendation is based on data from 
a Phase III clinical trial in 570 patients 
who received stem cell transplants in 

67 trial centers across 20 countries. The 
study showed that, 24 weeks after the 
transplant, a lower proportion of pa-
tients in the letermovir group (37.5%) 
developed CMV reactivation that was 
considered clinically significant com-
pared with the placebo group (60.6%). 
The product was awarded orphan 
designation because CMV disease in 
patients with stem cell transplant af-
fects only around 106,000 people per 
year in the EU, the EMA noted.

 • Roche’s Ocrevus (ocrelizumab), a 
humanized anti-CD20 monoclonal 
antibody for relapsing multiple sclerosis 
(RMS) and primary progressive multiple 
sclerosis (PPMS), which has finally 
managed to overcome the problems 
it has had getting through the CHMP: 
at the committee’s October meeting 
the product failed to get an opinion 
for the second time in a row. (Also see 
“Roche Fails Again To Convince CHMP 
On Ocrevus, Only Teva Gets A Thumbs 
Up” - Pink Sheet, 13 Oct, 2017.) Follow-
ing the positive opinion, the EMA said 
the product “provides an additional 
treatment option for patients with 
RMS and is the first medicine in the EU 
intended to treat some patients with 
PPMS. There are currently no disease-
modifying therapies available for this 
particular form of MS so there is a great 
medical need for treatment of such a 
relentless, seriously debilitating disease.” 
However, concerns have been raised 
that the Ocrevus license will only cover 
early stage and not all PPMS patients. 
(Also see “Roche Finally Gets EU CHMP OK 
For Ocrevus Amid Access Concerns” - Pink 
Sheet, 10 Nov, 2017.)

 • Adynovi (rurioctocog alfa pegol) from 
Baxalta Innovations (Shire Pharmaceuti-
cals) for the treatment and prophylaxis 
of bleeding in patients aged 12 years 
and older with hemophilia A. Adnovi, 
which is marketed in the US as Adyno-
vate, is a pegylated human recombinant 
coagulation Factor VIII that Shire inher-
ited when it acquired Baxalta (a Baxter 
spin-off) in mid-2016. The EU marketing 
authorization application was submit-
ted to the EMA in early 2016. 

 • AstraZeneca’s Fasenra (benralizumab), 
a humanized monoclonal antibody 
for severe asthma with an eosinophilic 
phenotype. It targets the interleukin 
(IL-5) receptor, which is involved in 
regulating the differentiation, prolif-
eration, and activation of eosinophils. 
The drug is able to induce depletion 
of eosinophils in the blood and lung, 
which leads to significant reductions 
in annual exacerbation rates com-
pared with placebo, the EMA said. The 
product is trailing two drugs already 
approved in the EU – GlaxoSmith-
Kline’s Nucala (mepolizumab) and 
Teva’s Cinqaero (reslizumab) – but it is 
expected to have a good uptake be-
cause of its differentiated mechanism 
of action and more favorable dosing. 
Benralizumab is also expected to be 
approved in the US by the year’s end.

 • Endoceutics/Bayer’s Intrarosa 
(prasterone), for the treatment of 
vulvar and vaginal atrophy in post-
menopausal women. The EMA said 
the product increases the number of 
superficial and intermediate cells and 
decreases the number of parabasal 
cells in the vaginal mucosa via an 
oestrogen-mediated mechanism. It 
also decreases the vaginal pH towards 
the normal range, thus facilitating the 
growth of the normal bacterial flora. 
The main benefit with Intrarosa is its 
ability to improve dyspareunia; the 
most common side-effect is vaginal 
discharge. The product was approved 
in the US in November 2016.

 • Amgen’s Mvasi (bevacizumab), the 
first biosimilar version of Roche’s 
Avastin to secure a CHMP opinion. 
Mvasi, which gained US Food and 
Drug Administration approval in 
September, is indicated for the treat-
ment of carcinoma of the colon or 
rectum, breast cancer, non-small cell 
lung cancer, renal cell cancer, epithelial 
ovarian, fallopian tube or primary peri-
toneal cancer, and carcinoma of the 
cervix. This is the second major Roche 
drug to have a biosimilar competitor 
OKd by the CHMP in recent months: 
in September the committee cleared 

pink.pharmaintelligence.informa.com


8   |   Pink Sheet   |   November 20, 2017 © Informa UK Ltd 2017

N E W  P R O D U C T S

Samsung Bioepis’s Ontruzant, the first 
EU biosimilar of Herceptin (trastu-
zumab). (Also see “Not Just Herceptin 
Biosimilar: Additional 12 Drugs Set For 
EU Marketing Approval After CHMP 
Nod” - Pink Sheet, 15 Sep, 2017.)

 • Three generic medicines: Darunavir 
Krka and Darunavir Krka d.d. for the 
treatment of HIV infection, and Ful-
vestrant Mylan for locally advanced or 
metastatic breast cancer.

Products with a positive opinion from 
the CHMP go to the commission for a final 
decision on marketing authorization, which 
is usually forthcoming within two or three 
months.

The committee did not pronounce on 
two of the 12 products that were on its 
agenda for an opinion last week: Novo 
Nordisk AS’s semaglutide, a GLP-1 receptor 
agonist for improving glycemic control in 
adults with type 2 diabetes and to prevent 
cardiovascular events; and Clovis Oncology 
Inc.’s rucaparib (Rubraca), a PARP inhibitor 
for ovarian cancer with orphan designation. 

EARLIER REJECTIONS UPHELD
The CHMP did not give any negative 
opinions, but it did uphold its earlier re-
jections of two drugs: Vanda Pharmaceu-
ticals Inc.’s Fanaptum (iloperidone) for 
schizophrenia, and Nektar Therapeutics’ 
Onzeald (etirinotecan pegol) for breast 
cancer with brain metastases. (Also see “EU 
CHMP To Review July Rejection Of Drugs For 
Schizophrenia, Metastatic Breast Cancer” - 
Pink Sheet, 8 Nov, 2017.)

On Fanaptum, the CHMP said it looked 
again at the data submitted by the com-
pany and its proposal for several new mea-
sures to manage the risk of QT prolonga-
tion, one of the safety concerns that the 
committee had originally identified. “The 
measures included restricting use to pa-
tients whose treatment with another an-
tipsychotic did not work or was no longer 
tolerated, and prohibiting use in patients 
who cannot effectively break down the 
medicine or are taking certain other medi-
cines,” the CHMP said. However, it was still 
concerned about the risk of QT prolonga-
tion and considered that the measures 
proposed would not appropriately address 

this risk in clinical practice. “In addition, 
the committee was still concerned by the 
modest effectiveness of Fanaptum and its 
delayed onset of action.”

As for Onzeald, the committee noted 
that it originally rejected the product be-
cause the data did not provide enough evi-
dence of benefits in metastatic breast can-
cer “and the CHMP refusal was confirmed 
after re-examination.”

WITHDRAWALS
The CHMP also said that two medicines 
have been withdrawn from the evaluation 
process. One of them is Janssen-Cilag In-
ternational NV’s Plivensia (sirukumab) for 
rheumatoid arthritis. The company says it 
will no longer pursue this indication. 

The product was to have been used in 
adults with moderate to severe rheumatoid 
arthritis when one or more DMARDs (dis-
ease-modifying antirheumatic drugs) had 
not been effective or had produced “trou-
blesome” side-effects, the CHMP observed.

However, based on a review of the data 
and the company’s response to the CHMP 
lists of questions, the committee had a 
number of concerns and was of the opin-
ion that Plivensia could not have been ap-
proved for this use. Its main concern was 
that the long-term safety of Plivensia “had 
not been well characterised due to limita-
tions in the design of the main studies.”

Janssen said it withdrew the application 
because it had “made a global strategic de-
cision to prioritize other assets in our port-
folio, given the need for additional clinical 
data that would result in significant delays 
to patient access to sirukumab in parts 
of the world, and the availability of other 
treatments targeting the IL‐6 pathway.” It 
said the ongoing global long‐term exten-
sion study in rheumatoid arthritis would 
be discontinued, but that it reserved the 
right to make further submissions for other 
therapeutic indications. 

The other product withdrawn is a sec-
ond bevacizumab biosimilar, Kyomarc, 
also from Amgen. The CHMP had no con-
cerns over the product and was prepared 
to recommend it for approval, but Amgen 
said it had decided to pull the application 
“for marketing reasons.” 

The CHMP also published Merck’s let-

ter which announced earlier this month 
that it was withdrawing its application 
for a new indication for Keytruda (pem-
brolizumab) in combination with chemo-
therapy for the first-line treatment of non-
squamous non-small cell lung cancer, 
based on the Phase II KEYNOTE-021 study. 
(Also see “Questions Surround Merck’s With-
drawal Of Keytruda Filing For Lung Cancer 
In EU” - Pink Sheet, 30 Oct, 2017.) The let-
ter said the withdrawal was “based on the 
CHMP consideration that uncertainties 
remain due to the limited number of pa-
tients in this randomized study, despite 
the robust clinically meaningful and sta-
tistically significant data shown for pem-
brolizumab in the targeted indication.” It 
added: “This withdrawal does not have 
any impact on ongoing clinical trials with 
pembrolizumab.”

FOUR EXTENSIONS OF 
INDICATION
The CHMP recommended extensions of 
indications for four products:

 • Takeda Pharmaceutical Co. Ltd.’s 
Adcetris (brentuximab vedotin): 
use extended to treatment of adult 
patients with CD30+ cutaneous T-cell 
lymphoma after at least one prior 
systemic therapy.

 • Gilead Sciences Inc.’s Genvoya (elvite-
gravir/cobicistat/emtricitabine/tenofo-
vir alafenamide) for HIV infection: use 
extended to adults and adolescents 
aged from 12 years and with body 
weight at least 35kg, and children 
aged from six years and with body 
weight at least 25kg for whom alterna-
tive regimens are unsuitable due to 
resistance or toxicities.

 • Amgen’s Nplate (romiplostim) for chron-
ic immune (idiopathic) thrombocytope-
nic purpura: use extended from adults 
to patients aged one year or older.

 • Vertex Pharmaceuticals Inc.’s Orkambi 
(lumacaftor/ivacaftor) for cystic fibrosis: 
use extended to patients aged six years 
and over (from 12 years and over).  

From the editors of Scrip Regulatory Affairs. 
Published online November 13, 2017
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French Govt Calls For 70% Biosimilar Prescribing Rate; 
Substitution Groups Published
IAN SCHOFIELD  ian.schofield@informa.com

T he French authorities are making a concerted push to encour-
age the wider use of biosimilar medicines as a way of achieving 
savings on the drugs bill. The health ministry has asked doctors 

to aim for a biosimilar prescribing rate of at least 70%, and has cre-
ated 11 biological medicine groups to make it easier for pharmacists 
to substitute a biosimilar for a prescribed reference drug.

The ministry said that increasing the use of biosimilars has nu-
merous advantages, including widening the availability of bio-
logical medicines for a given disease, reducing the risk of supply 
chain interruptions, and increasing competition among similar 
products, for example through hospital tendering. The draft so-
cial security financing law for 2018, which was published in Sep-
tember, provides for expected savings of €40m next year from 
the wider use of biosimilars.

Achieving “rapid growth” in the rate of biosimilar prescribing is an 
important way of allowing the most recent therapeutic products 
to be reimbursed “while guaranteeing a level of efficacy and safety 
strictly comparable to that of reference biological products already 
on the market,” the ministry said in a circular issued last month.

The overall aim is to encourage the “systematic prescribing” of 
a biosimilar medicine, with the objective of starting 70% of new 
biological treatments with a biosimilar rather than with the refer-
ence biological medicine, according to the government. It also 
said that changing from a prescribed reference product to one of 
its biosimilars during treatment should be encouraged, and that 
when two equivalent therapeutic strategies are available, there 
should be a preference for “the most efficient from the medico-
economic point of view, particularly when one of those strategies 
involves a biosimilar medicine.”

In hospitals, the aim is to encourage competition among drugs 
belonging to the same similar biological medicine group, with 
health establishments and purchasing groups taking steps to en-

courage competition as soon as biosimilars are available. Hospital 
doctors should preferably prescribe a biosimilar, again with a tar-
get minimum prescribing rate of 70%, and the biosimilar should 
continue to be given if treatment then continues under a general 
practitioner.

The health ministry has asked the country’s regional health 
agencies to take steps to reach these objectives, and to inform it 
of the actions they are planning for 2018. Examples of actions that 
can be taken, it says, are information brochures for health profes-
sionals, discussing biosimilars as part of continuing medical edu-
cation, information campaigns by health insurance bodies, and 
giving hospitals the tools to allow them to calculate the savings 
achieved by using biosimilars.

NEW BIOSIMILAR SUBSTITUTION GROUPS
Meanwhile, pharmacists now have the benefit of a new register of 
11 “similar biological medicine” groups containing the reference 
product and all its biosimilars. The groups, which have been cre-
ated by the medicines regulator ANSM, cover the following sub-
stances (originator drug in parentheses): adalimumab (AbbVie’s 
Humira), enoxaparin (Sanofi’s Lovenox), epoetin (Janssen’s Eprex), 
etanercept (Amgen’s Enbrel), filgrastim (Amgen’s Neupogen), folli-
tropin alfa (Merck KGaA’s Gonal-F), infliximab (Janssen’s Remicade), 
insulin glargine (Sanofi’s Lantus), rituximab (Roche’s MabThera), so-
matropin (Sandoz’ Genotonorm), and teriparatide (Lilly’s Forsteo). 
The groups contain a total of 39 products (the 11 originators and 
28 biosimilars). 

The rules on substitution have been in place for some time, hav-
ing been enshrined in the 2017 social security financing Act that 
was adopted in December 2016.

That law stated that substitution of a reference product with 
a biosimilar can only take place within a product group and pro-

The health ministry has 
asked the country’s 
regional health
agencies to take steps 
to reach the new 
objectives, and to 
inform it of the actions 
planned for 2018.Sh

ut
ter

sto
ck

: K
iso

v B
or

is

pink.pharmaintelligence.informa.com
mailto:ian.schofield@informa.com


10   |   Pink Sheet   |   November 20, 2017 © Informa UK Ltd 2017

B I O S I M I L A R S

vided the doctor had not written “not substitutable”, and could 
happen either at the initiation of treatment or during treatment. 
Before that change, pharmacists could only substitute at the start 
of treatment. If a biosimilar product is substituted for a reference 
drug, treatment must then continue with that biosimilar – i.e., 
there should be no switching back and forth.

The change to the legislation was preceded by ANSM’s May 2016 
decision to relax its stance on biosimilar interchangeability, which 
stated that while in principle patients should preferably not be 
switched between a reference drug and a biosimilar during treat-
ment, this could be done provided the patient agrees and treat-
ment is closely monitored. ANSM said at the time that in light of 
the growing body of experience and knowledge of the efficacy 

and safety of biosimilar medicines in the EU, “a position that for-
mally excludes all interchangeability during a course of treatment 
no longer seems justified.” (Also see “France Relaxes Stance On Bio-
similar Switching” - Pink Sheet, 6 May, 2016.)

THE QUESTION OF EXCIPIENTS
The product group register also has links to a database of excipi-
ents with known effects (such as allergens). In order to guarantee 
“the highest level of safety it is useful to take into account the ex-
cipients with known effects when making a substitution,” bearing in 
mind that the reference product might contain excipients that are 
not present in the similar biological products (and vice versa), it says.

The database includes a range of products like aprotinine, aspar-
tame, benzalkonium chloride, ethanol, lactose, mannitol, sesame 
oil, starch and so on.

Where the reference product does not contain one of the sub-
stances on the list, a biosimilar that also lacks that excipient should be 
chosen where possible, the government says. However, if a biosimilar 
contains one or more such excipients where the reference product 
does not, it can still be prescribed as long as it can be established 
there is no risk of the patient experiencing any adverse reactions.  

From the editors of Scrip Regulatory Affairs. Published online  
November 13, 2017

The balance of power behind the prescribing decision is changing: 
payers are ever more in charge. That means that insight into how 
payers make decisions – how they evaluate drugs, one against 
another – will be crucial to any successful drug launch.

RxScorecard objectively, authoritatively, and systematically assesses 
marketed and pipeline drugs in a therapeutic indication from the 
payer’s point of view. Developed by senior medical and pharmacy 
leaders from major payers and pharmacy benefit managers, 
RxScorecard delivers practical and powerful insight into your drug’s 
reimbursement potential and how you can maximize it.  

Transparent, objective, and grounded in payer data, RxScorecard 
helps you refine your development path, future-proof your market 
access strategy, and achieve payer acceptance. 

Maximize Your 
Reimbursement Potential

Discover RxScorecard today. 

Visit https://goo.gl/8Q9QWU to review the selection of RxScorecards 
today. Interact with the data. Compare drugs on clinical, safety, 
and economic metrics. See the payer perspective. 

The product group register has  
links to a database of excipients  
with known effects (such as 
allergens) and providers are advised 
to take these into account when 
making a substitution.
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Merck KGaA Says Outcomes-Based Pact  
With NHS England ‘Precedent-Setting’
STEN STOVALL  sten.stovall@informa.com

Merck of Germany says outcomes-
based payment arrangements 
like the one agreed with NHS 

England for its recently approved multiple 
sclerosis treatment Mavenclad will become 
the norm over the next decade, as pharma 
firms and payors adjust their business mod-
els amid increasingly expensive drug inno-
vation and constrained public budgets.

“This could be precedent-setting and 
become the way business is conducted 
in future, but it won’t happen overnight,” 
Merck KGaA Healthcare CEO Belén Garijo 
told the Pink Sheet. 

The former physician was speaking in 
an exclusive interview after NHS England 
and her company signed a commercial 
pact allowing MS patients in England and 
Wales to have immediate access to Ma-
venclad (cladribine tablets) ahead of final 
guidance from the health technology as-
sessment body NICE, which is expected 
in early 2018. (Also see “Merck KGaA High-
lights Mavenclad Advances In Tough Quar-
ter” - Scrip, 10 Nov, 2017.)

Since April 2017, NHS England has 
been able to negotiate directly with com-
panies offering innovative, high-value 
drugs to the NHS.

“Through this first risk mitigation agree-
ment we are making Mavenclad available 
immediately to patients through the scope 
of NHS England,” Garijo said.

The agreement calls for Mavenclad to be 
administered for 10 days per year over two 
years and under the terms, any patients 
needing additional therapy or different 
therapy in the third and/or fourth years 
due to relapse will have those medicines 
provided at no cost to NHS England.

“Such relapse cases could see the provi-
sion of additional drugs, either manufac-
tured by us or by another company – but 
we would not be charging the NHS for that 
provision, saving the NHS two years’ cost,” 
Garijo said on the sidelines of this year’s FT 
Global Pharmaceutical and Biotechnology 

Conference in London.
“Firstly, we are very confident about the 

value proposition that Mavenclad offers as 
a therapy; as proof of this we are ready to 
take the risk and share the risk with NHS 
England by offering to cover the cost of a 
potential alternative treatment in the years 
three and four,” she explained.

“If there were patients that require al-

ternative therapies in years three and four 
because they have a relapse – and this can 
happen – then we will pay for those, even 
if they are not ours, although they might 
be. That will be driven by physician choice,” 
Garijo added.

ENGAGEMENT KEY
This sort of drug reimbursement arrange-
ment could become a trail blazer going 
forward, Garijo believes.

“Look, the more successful a pharma 
company can be in generating innova-
tion, the more active they can be in help-
ing healthcare systems deal with afford-
ability. And I prefer having a seat at ‘the 
table’ rather than being the subject of 
unilateral pricing decisions, which is the 
situation now,” she said.

But that evolution won’t happen at the 
same pace or at the same time, because 
countries are very different.

“Therefore, all players must first agree 
on the vision and on the rules of the game 
– and we all need to agree on what the 
actual term ‘value’ means. To do that we 
need to engage payors in parallel with the 
regulatory process.”

She said drug makers and payors will 
need to interact earlier on market ac-
cess and value determination in parallel 
with the regulatory process, to be better 
placed ahead of final pricing and medi-
cine availability talks.

“There is no alternative. The pharma 
industry cannot do this on their own, in 
isolation,” Garijo said. “We need to agree 
on what it means to be seeking value for 
patients in specific diseases. You cannot 
just make it up – one needs to measure 
the whole thing.”

“So, if you say: ‘two years’ therapy ad-
ministration for four years of disease con-
trol – as Mavenclad has on its label – then 
the payors may come back to you and say, 
‘OK, but if you don’t fulfill this expectation, 
then you’ll need to pay me back.’ And this 

Merck KGaA Healthcare 
CEO Belén Garijo
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payors in a give-

and-take manner 
“will give us 

a competitive 
advantage. And this 

is fully endorsed 
by our value-driven 
family-ownership”  

– Merck KGaA 
Healthcare CEO 
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is very legitimate,” Garijo said, describ-
ing the logic behind Merck’s pact with 
NHS England.

“If we as an industry don’t adjust to 
this necessity, then the issue will con-
tinue to be about pricing cuts or be 
subjected more and more to unilateral 
price decisions. We cannot break the 
link that exists between breakthrough 
innovation, bilateral determination and 
affordability.”

FAMILY AFFAIR
She said outcomes-based arrangements 
that prioritize patients’ interests are con-
sistent with her family-controlled com-
pany’s key objectives.

The Merck family owns 70.3% of the 
company, which is the world’s oldest 
operating chemical and pharmaceutical 
group and next year celebrates 350 years 
since its founding. Some 30% of the 
company’s stock is in public circulation.

“The Merck family are owners, not 
just shareholders, and they want to 
pass this company on to the next gen-
eration in as healthy and sustainable a 
condition as possible,” Garijo said, add-
ing that the situation forces Merck to 
deal with “the best” of two worlds.

“The family allows us to have a lon-
ger-term orientation. The stock market 
demands discipline.”

“What we have agreed with the NHS 
England reflects the values of this fam-
ily-owned company. And we generate 
value for both our owners and for our 
shareholders.”

She rejected the notion that working 
with payors in a give-and-take manner 
would hurt the group’s profitability, or 
its ability to develop novel drugs.

“On the contrary, it will do just the 
opposite – it will give us a competitive 
advantage. And this is fully endorsed 
by our value-driven family ownership,” 
she said.  

Published online November 14, 2017

PTC Readies China Plan Amid US FDA 
Translarna Setback
BRIAN YANG  brian.yang@informa.com

Hundreds of people – parents of 
young boys and young men on 
wheelchairs – recently listened in-

tently to talk after talk, 16 in all in a single 
day, at a packed hotel ballroom in Beijing. 
They were mostly parents of Duchenne 
muscular dystrophy (DMD) patients.

Many of them had travelled hundreds of 
miles from across the country to attend the 
5th DMD Patients and Physician Exchange 
Forum held in China’s capital city Nov.11-
12 and organized by a local patient advo-
cacy group, Zhiai DMD Care Center.

One of the speakers presenting at the 
meeting was Mary Frances Harmon, VP, cor-
porate relations at PTC Therapeutics Inc., 
the US drug maker with a focus on develop-
ing treatments for rare genetic diseases. 

A rare genetic disorder, DMD is largely 
unknown in China, despite it being the 
most common type of muscular dystro-
phy. DMD affects roughly one in 5,000 new 
born boys, putting the estimated patient 
population at 60,000 -100,000 in China.

The progressive muscle-weakening 
disease had no approved cure until Sep-
tember 2016, when the US FDA approved 
Exondys 51 (eteplirsen), a therapy that tar-
gets exon 51 skipping, and is developed 
and marketed by Sarepta Therapeutics 
Inc.. Exon 51 mutation accounts for rough-
ly 13% of DMD patients.

PTC Therapeutics is one of the several 
drug makers rushing to get its DMD treat-
ment approved and launched on the 
market. The New Jersey-based company 
has obtained an EU conditional approval 
for Translarna (ataluren), its treatment for 
nonsense mutation DMD (nmDMD).

However, on Oct.25 PTC announced that 
it received a complete response letter from 
the US FDA. The agency indicated that “evi-
dence of effectiveness from an additional 
adequate and well-controlled clinical 
trial(s) will be necessary at a minimum to 
provide substantial evidence of effective-
ness,” PTC said in a statement.

PTC has appealed the decision from the 
office of Drug Evaluation 1 and Division of 
Neurology Products to a higher author-
ity, the Center of Drug Evaluation and 
Research (CDER), FDA’s new drug review 
body. (Also see “PTC To Appeal Translarna’s 
Complete Response Letter From US FDA “ - 
Pink Sheet, 25 Oct, 2017.) 
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PTC is working with 
physicians at several 
hospitals across China 
to prepare for the 
commencement of  
an investigative study  
of ataluren.
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CHINA LURE
Like several other rare disease drug mak-
ers, PTC, though, appears upbeat about 
the recent regulatory changes and a po-
tentially large patient population in China.

It is working with physicians at several 
hospitals across China to prepare for the 
commencement of an investigative study 
of ataluren.

During the presentation, the PTC execu-
tive disclosed that the company had se-
lected three hospitals as study sties – MP 
General Hospital in Beijing led by primary 
investigator (PI) Wu Shiwen, Shanghai’s Fu-
dan University Children’s Hospital led by PI 
Zhou Shuizhen, and Shenzhen Children’s 
Hospital led by Han Chunxi, in the South-
ern Guangdong Province.

That study could join PTC’s Study-041, a 
long-term five-year study with 250 patients 
in planned enrollment that commenced in 
mid-2017. The study is currently recruiting 
patients, as per details in Clinicaltrials.gov. 
The critical criteria for patient enrollment 
is nmDMD in over 5 years of age while the 
six-minute walk testing (6MWT) is 150 me-
ters or above, noted the PTC executive.

Following the presentation, many DMD 
patients at the Beijing meeting appeared 
eager to participate in the study. Many 
have been on systemic corticosteroids 
such as prednisone for years, and waiting 
for a more effective treatment with fewer 
side effects.

When asked by Pink Sheet, PTC’s Harmon 
did not disclose the patient enrollment 
timeframe for China, referring to further 
notice anticipated from the study sites.

PTC’s plans come at a time when Chi-
na expects to allow international drug 
makers to use foreign clinical study data 
towards clinical trial and new drug ap-

provals in the country. Experts say new 
products, especially drugs to treat criti-
cal, pediatric and rare diseases could par-
ticularly benefit.

Rare diseases are considered a priority 
and the government gives certain regu-
latory incentives to treatments for such 
conditions, noted Gao Chenyan, director 
of Biologics Clinical Study at China FDA’s 
Center for Drug Evaluation (CDE), CFDA’s 
new drug review wing.

China also proposes to shorten approval 
timelines for clinical trials and new drugs, 
from 90 work days and 150 work days to 60 
and 100 work days, respectively

In addition to the shortened review time, 
new treatments for rare diseases qualify to 
get a clinical trial waiver/reduction in pa-
tient numbers, said the CFDA official.

The Chinese agency is also ironing out 
details to grant conditional approvals, al-
lowing the use of overseas study data, and 
the extrapolation of studies, she added.

UNCERTAINTIES REMAIN
A large patient population and quick study 
enrollment could be the big draw for rare 
disease drug makers to enter China and 
test the waters. However, regulatory un-
certainties and lack of reimbursement still 
loom large.

“From R&D to product launch, the pro-
cess is still very long, and given a limited 
market size, the market entry of rare dis-
ease drugs to China is slow and companies 
are hesitating,” Zhang Ye, head of Novartis 
AG Oncology China Regulatory Affairs told 
a conference in September.

China has yet to release a separate regu-
lation on rare diseases and treatments, and 
a clear orphan disease definition is also 
lacking, despite repeated calls from indus-
try and patient groups for a detailed listing 
of all qualified conditions. Drug develop-
ers in China see little incentive to conduct 
studies and launch orphan drug products.

Additionally, like nearly all innovative 
new drugs, rare disease treatments are not 
reimbursed on their launch, and companies 
must look for creative ways to gain market 
access in a largely private-pay market. (Also 
see “Set, Ready, Walk: Gilead Unveils Sovaldi 
Strategy In China” - Scrip, 6 Nov, 2017.)

However, that doesn’t seem to have de-
terred PTC, partially because increasingly 
affluent Chinese patients want to get ac-
cess to latest therapies for the progressive-
ly deteriorating, life-threatening condition.

Several patient groups have already 
met PTC representatives early in the year, 
showing a strong desire to work with the 
drug maker for an early introduction of the 
drug in China.  

From the editors of PharmAsia News.  
Published online November 13, 2017
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Why Industry Wants ICH To Harmonize Process 
Validation Guidance
JOANNE EGLOVITCH  joanne.eglovitch@informa.com

A proposal to develop harmonized process validation guid-
ance that didn’t make the cut at the International Council 
for Harmonization nevertheless deserves attention as di-

vergent national guidance proliferates throughout global markets, 
asserted a key proponent.

It’s possible that if ICH takes up the higher-priority quality topic 
of continuous manufacturing, it would lead the international sci-
entific consensus-building organization to work on the related 
process validation topic as well. But if not, there are other organiza-
tions industry could approach to develop a global standard.

Andrew Chang, vice president of quality intelligence and inspection 
support for Novo Nordisk Inc., spoke of the industry’s efforts to get 
this topic on the ICH work agenda at the International Society for Phar-
maceutical Engineering’s annual meeting in San Diego on Oct. 30.

Chang added that “we need convergence on process validation” 
so that the same set of standards can be used not only in the US 
and the EU but in global markets as well.

He said that the Pharmaceutical Research and Manufacturers of 
America established a working group that developed a proposal 
and submitted a request to harmonize this topic to ICH. Chang told 
the Pink Sheet that the group received “mostly supportive” feed-
back from ICH members on this topic, but there were concerns 
about resource constraints.

WHY PROCESS VALIDATION HARMONIZATION  
IS NEEDED
Nonetheless, Chang said that that such harmonization is needed. 
He said that “there is a lack of clear, comprehensive harmonized 
guidance on process validation for drug substance and finished 
pharmaceuticals, which adds complexity and confusion for in-
dustry.” Chang said this is hurting implementation of the general 
principles for lifecycle management and ensuring the availability 

of quality products and reliable product supply.
Chang said that two ICH guidelines, Q7 and Q11, address pro-

cess validation for drug substances, but at too high a level to be 
useful. In addition, process validation is not addressed in any detail 
in the Q8, Q9 or Q10 guidelines. Differing terminologies and regu-
latory expectations for process validation throughout the lifecycle 
of the product “causes confusion to the applicant.”

He said some key discrepancies include differences in terminol-
ogy and expectations for Stage 3 monitoring, the last stage of pro-
cess validation. He compared the US process validation guideline, 
the EU’s guideline on process validation, the EU’s Annex 15, and 
Brazil ANVISA and China FDA requirements for process validation.

For example, in comparing the FDA and EMA guidelines, he 
said that the term “qualification” means different things to differ-
ent regulators.

The EU’s Annex 15 has a more “open” definition of qualification 
and breaks qualification into more activities such as design qualifi-
cation, installation qualification, operational qualification and per-
formance qualification. The EMA guidance on process validation 
addresses the information to be included in dossier submissions, 
while Annex 15 covers the validation for premises and equipment 
that are subject to inspection.

The FDA’s process validation guideline uses the term in connec-
tion with both equipment and process.

There is also different terminology for Stage 3 process monitor-
ing. The FDA calls such monitoring “continued process verification” 
while the EU calls this “ongoing process verification.” In Brazil regu-
lators call this “monitoring ongoing verification” and China FDA 
calls this stage “ongoing process qualification.”

“They mean the same thing but it may not. But these differences 
in terminology creates an unnecessary burden for industry.”

THE VARYING SIGNIFICANCE OF THREE BATCHES
Other differences: the EMA calls for a minimum of three batches 
unless otherwise justified to ensure that processes are in a state 
of control for commercial manufacture, while FDA’s requirements 
are more open-ended and do not specify batch sizes for validation.

There are also divergent expectations for Stage 3 monitoring, he 
said. FDA’s process validation guidance mainly focuses on ensur-
ing the process is in a state of control and “only slightly touches” 
on process changes, while EMA’s guidance establishes the use of 
continuous process verification as a means for handling process 
changes and improvements.

Chang said that a harmonized guidance can also include a sec-
tion on conducting process validation activities for breakthrough 
drugs. These drugs must be made in very compressed time-
frames with limited process knowledge, and existing regulatory 
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guidance does not address this.
Chang said that a harmonized guideline would have four ob-

jectives: it would describe the process validation lifecycle and 
the types of studies and activities to be conducted; it would 
have harmonized scientific tools and standards; it would ad-
dress how process validation can be used to support acceler-
ated development program; and it would offer case studies 
showing successful implementation.

The guideline would have a set of common terminologies and 
address expectations for the use of scientific and statistical tools to 
guide decisions on the drug substance and the final drug product.

WHY FDA SUPPORTS HARMONIZING PROCESS 
VALIDATION
FDA’s Grace McNally agreed with Chang that “a common lexicon 
would be very helpful. … FDA is supportive of this being picked 
up by ICH.” McNally, an acting branch chief in the Office of Pharma-
ceutical Quality’s Office of Process and Facilities, played a key role 
in developing FDA’s process validation guidance.

McNally suggested that it may be more practical for industry to 
select a more discrete part of the lifecycle to focus on since process 

validation is a broad subject and covers the product lifecycle. “Pro-
cess validation is a large topic and it may not be realistic to harmo-
nize it as a whole, so the important thing is to drill down into the 
specific areas of the lifecycle.”

She said FDA has also suggested that ICH adopt process valida-
tion as a work item. Other suggestions that are “on the table” in-
clude continuous manufacturing and the quality overall summary 
in the Common Technical Document.

McNally said if ICH decides to address continuous manufactur-
ing, it is logical to conclude that process validation may be in-
cluded in its scope as well since the two go together. Producing 
drugs on a continuous line means generating huge data sets and 
the necessary process validation tools would have to be in place to 
ensure that processes are in a state of control.

She suggested that other groups such as the Pharmaceutical 
Inspection Cooperation Scheme may be appropriate to address 
harmonizing process validation requirements. Other groups to 
consider are the International Organization for Standardization 
and the American National Standards Institute.  

From the editors of the Gold Sheet. Published online November 14, 2017

EMA and HTA Bodies Launch Three-Year Plan To Better 
Understand Each Other’s Needs
NEENA BRIZMOHUN  neena.brizmohun@informa.com

The European Medicines Agency and 
the EU network of health technol-
ogy assessment bodies, EUnetH-

TA, are to explore how they each interpret 
the concepts of unmet medical need and 
therapeutic innovation, with a view to 
achieving synergies on this front.

They also want to better understand 
the conceptual similarities and differences 
between the significant benefit of orphan 
medicines versus their added therapeutic 
value, according to a new joint workplan 
that the EMA and EUnetHTA have pub-
lished for 2017-2020. 

“By working together, EMA and EUnetH-
TA help medicine developers to improve 
clinical research and become more effi-
cient in generating the evidence each of 
us needs for good decision-making,” EMA 
executive director Guido Rasi said.

The workplan was published on Nov.13. 
EUnetHTA’s director, Wim Goettsch, said it 

R E G U L AT O R Y  U P D AT E

The workplan shows “a broad commitment from 
the regulatory as well the HTA side to find clear 
synergy in our activities”  
– EUnetHTA director Wim Goettsch
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showed “a broad commitment from the 
regulatory as well the HTA side to find clear 
synergy in our activities.” There “is a com-
mon sentiment that these activities are es-
sential to make our processes more trans-
parent, efficient and timely for patients, 
producers and other key stakeholders.”

Among other areas identified for collab-
oration over the next three years, there are 
plans to look at how the EMA defines ther-
apeutic indications and how this affects 
HTA bodies’ definition of the treatment-
eligible population. The goal is to achieve 
“clarity on the patient population covered 
by the approved indication, for the subse-
quent REA” [relative effectiveness assess-
ment], the workplan says.

Both parties will also seek to reach a mu-
tual understanding of what extrapolation 
means, including its application for the 
pediatric population. There is to be “discus-
sion and exchange” here, in parallel with 
the development of respective guidance, 
the workplan says.

There are plans to make better use of 
patient-reported outcomes as part of 

evidence generation plans. The EMA and 
EUnetHTA are hoping to develop a joint 
position on the principles for the develop-
ment and validation of patient-reported 
outcomes.

Also included in the workplan are efforts 
to achieve a better understanding of the 
regulatory and reimbursement processes 
for advanced therapy medicinal products 
(ATMPs). Both parties intend to share their 
experiences on this front.

MAJOR PROGRESS  
ALREADY MADE
Other objectives of the workplan relate to 
areas in which “major progress has already 
been made,” the EMA said. Most notably 
these are:

 • early dialogue/scientific advice: 
the new joint platform for parallel 
consultation that was created in July 
2017 to provide drug developers with 
simultaneous, coordinated regulatory 
and HTA advice on their development 
plans and facilitate alignment of data 
requirements. (Also see “Single Gate-

way For EMA-HTA Advice May Answer 
All Stakeholders’ Needs” - Pink Sheet,  
18 Jul, 2017.);

 • information exchange at market 
entry: the exchange of information 
on the outcome of the regulatory 
assessment at the time of marketing 
authorization as part of EUnetHTA’s 
new framework for producing REAs; 

 • post-authorization data generation: 
post-licensing evidence generation 
tools, such as patient registries, are be-
ing optimized to serve the data needs 
for various decision-makers.

The new workplan builds on a collabo-
ration that the EMA and EUnetHTA started 
in 2010. “This collaboration began initially 
to address recommendations by the Phar-
maceutical Forum, a high-level group of 
European policy makers, to improve the 
way data published by EU regulators as 
part of their benefit-risk assessment con-
tribute to relative effectiveness assess-
ments by HTA organizations,” the EMA 
noted. “Furthermore, topics of mutual in-
terest were identified and included in the 
work plan for 2012-2015.”

EMA-EUnetHTA meetings are held on a 
half-yearly basis.  

From the editors of Scrip Regulatory Affairs.  
Published online November 14, 2017
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EMA defines therapeutic indications and how  
this affects HTA bodies’ definition of the  
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‘Just Say It!’ – New Streamlined Guidance Format 
Coming, FDA’s Woodcock Says
DERRICK GINGERY  derrick.gingery@informa.com

FDA is embracing the short bulleted list to communicate its 
thinking about drug development going forward.

Rather than continue issuing guidances that are riddled with 
legalese, long paragraphs and sometimes extensive footnotes, go-
ing forward the documents will be shortened to a few pages con-
taining just the major points the agency wants to get across.

Center for Drug Evaluation and Research Director Janet Wood-
cock said Nov. 14 that the new format should appear soon and will 
be particularly useful for upcoming disease-focused drug develop-
ment guidances.

Woodcock said guidances as written now are not clear enough.
“Just say it,” she said describing the new guidance layout follow-

ing a panel discussion at the Biopharma Congress, sponsored by 
Prevision Policy and the Friends of Cancer Research. “We’re trying 
to give the basic bottom line.”

Woodcock said new guidances will include information such as 
what endpoints or patient exposure that the agency will accept, 
but no longer include “prose” and extraneous language. She said 
they will “just encapsulate what the policy points that we wish to 
relay to the community are.” That means that a 15-page guidance 
could be shortened to two pages.

Such a change would be a significant shift in how FDA commu-
nicates its thinking to drug sponsors, stakeholders and the public 
at large. Often, new guidances actually lead to confusion or misin-
terpretation of the agency’s intent.

Woodcock said during the panel discussion that the goal is “stream-
lined message development that we can get out quickly so that we 
begin to have an up-to-date … set of standards for different disease 
areas about what the development path is supposed to look like.”

FDA Commissioner Scott Gottlieb has said that the agency plans to 
release 10 disease-focused guidances soon, including five covering 
neurological diseases. (Also see “Q&A With US FDA Commissioner Scott 
Gottlieb” - Pink Sheet, 9 Nov, 2017.) Among those guidance topics will 
be Alzheimer’s disease. (Also see “Alzheimer’s Guidance Coming From 
US FDA, Part Of Broader OND Reform” - Pink Sheet, 14 Sep, 2017.)

The guidance change is part of FDA’s research into restructuring 
the Office of New Drugs. Woodcock, OND’s temporary leader, initi-
ated the discussion following the departure of long-time director 
John Jenkins. (Also see “Jenkins’ Retirement From US FDA Was Sev-
eral Years In The Making” - Pink Sheet, 6 Dec, 2016.)

The current division staffing set-up is under review, including 
whether reviewers can be grouped to move between divisions de-
pending on workload. (Also see “CDER Director Woodcock Plans Chang-
es To Drug Reviews During OND Transition” - Pink Sheet, 6 Mar, 2017.)

The agency also is considering creating a single shared OND review 
memo to make the information more accessible. (Also see “Gottlieb 
Promotes ‘Team’ Work For Product Reviews” - Pink Sheet, 3 Nov, 2017.)

WHEN WILL WE SEE NEW FORMAT?
It is unclear when the newly formatted guidances will begin ap-
pearing publicly.

Woodcock said many currently are undergoing agency clearance. 
She said she plans a stream of guidances under the new format.

“Some of the ones that come out probably won’t be so bulleted 
as I’d like because they were started beforehand,” she said.

The new format should become familiar in the coming months.
FDA is required to produce many guidances under both the 

2017 FDA Reauthorization Act and 2016 21st Century Cures Act, 
including how FDARA’s new competitive generic therapy designa-
tion will function. (Also see “New ANDA Review Pathways: Should 
You Be A Priority Or Expedited?” - Pink Sheet, 13 Nov, 2017.)

WILL FEWER PAGES MEAN LESS CONFUSION?
The new format suggests a view that brevity reduces ambiguity. 
Still to be seen is whether it sometimes causes confusion as well, 
with sponsors requesting more information or clarification.

Woodcock added after the panel discussion that sponsors can ask 
the relevant review division if they questions about the guidances.

The minimalist approach also could drive more requests for in-
person meetings or teleconferences with FDA staff; such meetings 
are resource intensive for scheduling and preparation, as well as af-
ter completion. (Also see “US FDA Commits To Meeting With Complex 
ANDA Sponsors, Works Hard To Avoid It” - Pink Sheet, 24 Oct, 2017.)

Interestingly, the agency is implementing format changes simi-
lar to ones it recommended years ago for drug labels. (Also see 
“Warning Label Final Guidance Recommends Use Of Numeric Ad-
verse Reaction Rates” - Pink Sheet, 12 Oct, 2011.) 

Published online November 14, 2017

Janet Woodcock
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Change At Bayer Consumer Helm As Drive To Top Stalls
MALCOLM SPICER  malcolm.spicer@informa.com

Erica Mann headed Bayer AG’s con-
sumer health business when it ac-
quired Merck & Co. Inc.’s OTC drug 

brands but the German firm now is count-
ing on someone new to reach the goal that 
drove the deal: becoming the top global 
consumer product marketer.

Bayer on Nov. 15 said it hired Heiko 
Schipper away from heading Nestle SA’s 
nutritional products business to succeed 
Mann as its consumer division chief, begin-
ning in March. The firm said Mann intend-
ed to resign at the end of 2018 but will step 
down early due to Schipper’s hire. 

Schipper currently is a deputy execu-
tive vice president at Nestlé, an executive 
board member and head of Nestlé Nutri-
tion, an infant nutrition business based in 
Switzerland with annual sales of €8.8bn 
($10.4bn). His 21-year Nestle tenure man-
agement positions in Southeast Asia, Swit-
zerland and China. He’s led the nutrition 
division since 2013.

Schipper will be leading a business 
based in Basel, Switzerland, that has yet 
to turn the $14.2bn acquisition in 2015 
of Merck & Co. brands including Claritin 
(loratadine) antihistamines, Coppertone 
sunscreens, MiraLax (polyethylene glycol) 
constipation remedies and One A Day vita-
mins into Bayer’s stepping stone to the top 
of the consumer health sector. 

The deal, which was announced in 2014, 
was the crowning move in former CEO 
Marijn Dekkers’ initiative to make Bayer the 
top global consumer health products firm. 
(Also see “Bayer Lands Merck Consumer As 
Springboard to Lead Global OTC Industry” - 
Pink Sheet, 6 May, 2014.)

However, Bayer has encountered obsta-
cles on its assent to the top. It had to navi-
gate operational bumps to integrate man-
ufacturing and distribution of the Merck 
& Co. brands alongside its legacy brands 
including Aleve pain relievers (naproxen), 
Alka-Seltzer Plus cough/cold products 
(acetaminophen, chlorpheniramine, dex-
tromethorphan and phenylephrine) and 
Bayer Aspirin.

Once it had all the brands under one 
roof, Bayer faced an impediment to growth 
hitting across the consumer health sector 
– online sales of lower-priced competing 
products. It also met obstacles unique to its 
own business, including unanticipated com-
petition for the former Merck & Co. brands 
Dr. Scholl’s foot care products and the Cop-
pertone line as well as slipping sales of its ac-
quired brands in the nine months between 
the firms announcing and closing the deal.

The firm hasn’t taken a passive approach 
toward making progress on its goal. In its 
quarterly earnings statements since adding 
the brands, Bayer has said it remains com-
mitted to growing the business and is spar-
ing no effort to turn around its consumer 
product sales, including investing more in 
e-commerce for its brands. (Also see “Bayer 
‘All Hands On Deck’ For US Consumer Business 

Turnaround” - Pink Sheet, 8 Aug, 2017.)
Still, in August it lowered its consumer 

business full-year sales forecast from more 
than €6bn ($7.08bn) to only €6bn, in line 
with the segment’s 2016 revenues, and ad-
justed its guidance on earnings before inter-
est, tax, depreciation and amortization to 
declining by a high single-digit percentage 
after earlier guidance of increasing by a low- 
to mid-single-digit percentage.

“There is a ton of work still for us to do,” 
said Mann during Bayer’s second-quarter 
earnings briefing.

The division’s third-quarter sales were 
down 2.9% from the year-ago quarter to 
€1.3bn ($1.5bn), adjusted for currency ex-
change impact, the firm reported in Oc-
tober. Coppertone line sales took a big hit, 
down 44.6% on stiff competition in the US.

While fellow German firm Merck KGAA 
and Pfizer Inc. are shopping their consumer 
health businesses or brands, Bayer will look 
internally for answers to driving growth in 
the sector. CEO Werner Baumann said dur-
ing Bayer’s third-quarter briefing that “prun-
ing of the tail is a good practice in each and 
every consumer business.” (Also see “Poten-
tial Buyers Assess Available OTC Assets From 
Disparate Views” - Pink Sheet, 9 Nov, 2017.)

Mann moved to Bayer’s consumer divi-
sion in 2011 from Pfizer, where she had been 
president and general manager of Pfizer Nu-
tritional Health since its acquisition of Wy-
eth in 2009. She previously had led Wyeth’s 
pharmaceutical business in South Africa and 
also worked at Johnson & Johnson. (Also see 
“People In Brief” - Pink Sheet, 28 Feb, 2011.)

In addition to her position at Bayer, Mann 
is a board member at the World Self-Medi-
cation Industry global trade association for 
nonprescription drug and dietary supple-
ment marketers. She chaired in the board 
in 2014 and 2015. (Also see “People In Brief: 
Bayer’s Mann heads WSMI, infirst has regula-
tory chief, Zucker leaves Vitacost, OmniActive 
adds VP” - Pink Sheet, 7 Oct, 2013.)  

From the editors of the Tan Sheet.  
Published online November 15, 2017

Heiko Schipper, top, will lead Bayer’s 
consumer business starting in 

March while Erica Mann, above, will 
leave after seven years in the post.
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FDA Warns Lupin To Stop Blaming Lab 
And Fix Manufacturing Processes
BOWMAN COX  bowman.cox@informa.com

Lupin Ltd. should study whether excessive in-process hold 
times are responsible for out-of-specification results the 
Mumbai, India, firm has been routinely dismissing as outliers 

or results of laboratory error, US FDA says in a Nov. 6 warning letter 
that the agency published Nov. 15.

FDA also told Lupin that while it studies whether hold times are 
the culprit, it should go ahead and work to restrict and eliminate 
excessive hold times.

Lupin’s stock fell when the company announced receipt of the 
warning letter. (Also see “Lupin In Tailspin After Two-In-One FDA 
Warning Letter” - Scrip, 7 Nov, 2017.)

The warning letter focuses on Lupin plants in Goa and Indore, 
India, that FDA inspected in April and May.

A second Lupin plant in Indore that FDA also cited for a high 
out-of-specification invalidation rate after an inspection in June 
escaped mention. (Also see “FDA Cites Lupin For Poor Quality Metric 
Performance” - Pink Sheet, 30 Jun, 2017.)

FDA’s Center for Drug Evaluation and Research has posted 
Form-483 reports from the three inspections at its electronic 
reading room.

AN OUTLIER – OR PAR FOR THE COURSE?
FDA criticized Lupin’s Goa plant for dismissing OOS results as out-
liers. For example, FDA said an active pharmaceutical ingredient 
assay failure was followed by four retests that yielded compara-
ble results. A second analyst then tested a new set of samples and 
apparently also obtained similar results. Only the last samples 
yielded different results.

Even though many of the results were close to the original OOS 
value, Lupin stated the initial failing result “shall be considered an 
outlier, and retest results shall be reported as final results.”

FDA said calling a stray result an outlier does nothing to explain 
it, and in any case, this result was hardly an outlier.

ANALYST BLAMED DESPITE LACK OF EVIDENCE
In the same vein, FDA noted that multiple content uniformity re-
tests yielded results similar to an original OOS finding and ruled 
out laboratory errors such as improper sonication or dilution error 
as root causes.

Rather than investigate potential manufacturing causes as re-
quired when an investigation lacks conclusive evidence of labora-
tory error, Lupin surmised that an analyst probably caused the OOS 
result by inadequately cleaning a shaft.

On that basis, the firm invalidated the OOS finding and obtained 
passing test results with a new set of units.

Lupin had blamed OOS results on poor shaft cleaning before 
and even retrained analysts to prevent recurrence.

WHY FDA SUSPECTS EXCESSIVE HOLD TIMES
FDA requested that Lupin reassess its invalidated OOS findings and 
corrective actions and, in cases of indeterminate root cause, review 
possible manufacturing root causes.

Additionally, FDA questioned what it deemed to be excessive 
hold times for certain in-process bulk materials, which could have 
increased moisture levels, caused particle aggregation, led to in-
consistent flow characteristics and promoted segregation.

The agency also questioned the adequacy of the firm’s hold time 
studies, saying the samples used were too small to be representa-
tive of the firm’s batches.

INDORE SITE INVALIDATED 96% OF OOS FINDINGS
Lupin’s Indore facility also came under fire for hold time studies 
and invalidated OOS results.

FDA said the Indore facility invalidated 134 of 139 initial OOS 
results (96%) obtained over a two-year period on the basis of 
laboratory error.

FDA did not say whether any in-specification results were in-
validated.

The agency questioned the firm’s failure to thoroughly investi-
gate potential manufacturing causes of the failures such as exces-
sive in-process hold times.

FDA questioned the Indore plant’s hold time study protocol for 
tablets, saying the sample size was too small to yield “meaningful 
information on the effects of lengthy bulk holding conditions on 
actual commercial batches.”

Lupin’s subsequent commitment to full-scale hold time studies 
in “high risk” cases wasn’t enough to please FDA. The agency also 
wanted retrospective assessments for all drug products.  

From the editors of the Gold Sheet. Published online November 15, 2017

Sh
ut

ter
sto

ck
: M

yIm
ag

es
 - 

M
ich

a

pink.pharmaintelligence.informa.com
mailto:bowman.cox@informa.com


20   |   Pink Sheet   |   November 20, 2017 © Informa UK Ltd 2017

N E W  P R O D U C T S

FDA’s NDA And BLA Approvals: Abilify Mycite, Mepsevii, Hemlibra
Below are FDA’s original approvals of NDAs and BLAs issued in the past week. Please see key below chart for a guide to frequently  
used abbreviations

SPONSOR PRODUCT INDICATION CODE APPROVAL DATE

New Drugs

Bausch and 
Lomb

Vyzulta (latanoprosten  
bunod ophthalmic solution)

Prostaglandin analog indicated to reduce intraocular pressure in 
patients with open-angle glaucoma or ocular hypertension. 

S, 1 11/2/2017

Merck & Co. Prevymis (letermovir) CMV DNA terminase complex inhibitor indicated for  
prophylaxis of cytomegalovirus (CMV) infection and disease  
in adult CMV-seropositive recipients [R+] of an allogeneic 
hematopoietic stem cell transplant.

P, 1 11/8/2017

Heron Cinvanti (aprepitant) Injectable emulsion formulation, used in combination with 
other antiemetic agents in adults, for the prevention of:  
acute and delayed nausea and vomiting associated with  
initial and repeat courses of highly emetogenic cancer  
chemotherapy (HEC) including high-dose cisplatin; or nausea 
and vomiting associated with initial and repeat courses of 
moderately emetogenic cancer chemotherapy.

S, 3 11/9/2017

Otsuka Abilify Mycite  
(aripiprazole)

Drug-device combination product comprised of aripiprazole  
tablets embedded with an Ingestible Event Marker sensor  
intended to track drug ingestionl indicated 1) to treat adults with  
schizophrenia, 2) to treat bipolar I disorder : acute treatment of 
adults with manic and mixed episodes as monotherapy and as 
adjunct to lithium or valproate and also maintenance treatment 
of adults as monotherapy and as adjunct to lithium or valproate; 
3) for use as adjunctive treatment of adults with major  
depressive disorder. 

S, 4 11/13/2017

Noden Tekturna (aliskiren) Renin inhibitor indicated to treat hypertension in adults and  
children 6 years of age and older, to lower blood pressure.

S, 4 11/14/2017

New Biologics

Dynavax Hepatitis B vaccine  
(recombinant), adjuvanted

Adjuvanted vaccine for mmunizaton against infection caused by 
all known subtypes of hepatitis B virus in adults age 18 and older. 

   11/9/2017

AstraZeneca Fasenra  
(benralizumab)

Add-on maintenance treatment of patients with severe asthma 
aged 12 years and older, and with an eosinophilic phenotype.

11/14/2017

Ultragenyx Mepsevii  
(vestronidase alfa-vjbk)

Treatment of Mucopolysaccharidosis type VII (MPS VII, Sly  
syndrome) in adults and children.

  11/15/2017

Genentech Hemlibra (emicizumab) Bispecific factor IXa- and factor X-directed antibody indicated for 
routine prophylaxis to prevent or reduce the frequency of bleed-
ing episodes in adult and pediatric patients with hemophilia A 
(congenital factor VIII deficiency) with factor VIII inhibitors. 

  11/16/2017

KEY TO ABBREVIATIONS

Review Classifications NDA Submission Classification

P: Priority review  
S: Standard review  
O: Orphan Drug

1: New molecular entity (NME); 2: New active ingredient; 3: New dosage form;  
4: New Combination; 5: New formulation or new manufacturer; 6: New indication;  
7: Drug already marketed without an approved NDA; 8: OTC (over-the-counter) switch;  
9: New indication submitted as distinct NDA – consolidated with original NDA;  
10: New indication submitted as distinct NDA – not consolidated with original NDA
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Recent And Upcoming FDA Advisory Committee Meetings
TOPIC ADVISORY COMMITTEE DATE

Bayer HealthCare Pharmaceuticals’ ciprofloxacin inhalation powder for reduction of 
exacerbations in non-cystic fibrosis bronchiectasis adult patients (>18 years of age) 
with respiratory bacterial pathogens

Antimicrobial Drugs Nov. 16

Bulk drug substances nominated for inclusion on the Sec. 503A Bulks List and 
drug products nominated for inclusion on the list of drug products that present 
demonstrable difficulties for compounding under Sec. 503A and 503B (“Difficult to 
Compound List”)

Pharmacy  
Compounding

Nov. 20-21

Discussion of patient selection criteria and clinical trial design features, including 
acceptable endpoints, for demonstrating clinical benefit for drugs intended to treat 
interstitial cystitis and bladder pain syndrome. Also discussion of whether bladder 
pain syndrome and interstitial cystitis reflect overlapping or different populations, 
and whether it is appropriate to assess efficacy in the same way for both conditions

Bone, Reproductive and 
Urologic Drugs

Dec. 7

Lipocine’s oral testosterone undecanoate capsules for testosterone replacement  
in males for conditions associated with a deficiency or absence of endogenous  
testosterone: primary hypogonadism (congenital or acquired) and hypogonadotropic 
hypogonadism (congenital or acquired)

Bone, Reproductive and 
Urologic Drugs

Jan. 10



Excellence Awards | 2018

General Enquiries:
Jo Kirkpatrick | Tel: +44 (0) 20 7017 7180 | Email: jo.kirkpatrick@informa.com

Sponsorship and Table Booking Enquiries:
Chris Keeling | Tel: +44 (0) 20 3377 3183 | Mobile: +44 (0) 7917 647 859

Email: christopher.keeling@informa.com

25 April  |  Boston Harbor Hotel, Boston

www.clinicalresearchexcellence.com2018

Entries are open!
Clinical & Research 
Excellence Awards
Join us as we honor and applaud those in Clinical 
R&D who, through their passion and unwavering 
commitment, make human lives better.
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Asia
International Conference

March 19-20, 2018
Grand Hyatt Roppongi

Tokyo, Japan

ACCELERATE YOUR PATHWAY 
TO PARTNERSHIPS IN ASIA

230+
Companies 
represented

1,200+
BIO One-on-One 
PartneringTM 
meetings

370 Attendees
27 Countries

40
Spots available 
for companies 
to present their 
business

Registration is now open. Visit bio.org/asia

The BIO Asia International Conference is the best, 
neutral partnering forum dedicated to facilitating 
cross-border discussions of licensing, research 
collaborations, and business development 
investments that connect the Japanese biopharma 
market with international partners.

Informa subscribers receive $200 off the 
Biotech/Pharma Company rate. 
Use promo code M717040712.
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