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and the companies that market them,” he 
wrote. “And that mistrust, in turn, is imped-
ing the availability of safe, effective drugs 
that could today be helping real patients.”

Gottlieb added that the reservations 
about the competency of doctors has led 
to increasingly demanding drug trial re-
quirements, which makes clinical trials be-
come larger and harder to enroll patients. 
(Also see “Gottlieb Nomination As US FDA 
Chief Could Signal Changes To Generic Ap-
proval Process” - Pink Sheet, 13 Mar, 2017.)

Although Gottlieb is not expected to 
overhaul the entire review process of 
how FDA evaluates drugs – unlike an-
other Trump commissioner candidate, Jim 
O’Neill, whose public statements suggest-
ed he favors products getting to market 
solely based on their safety profile without 
having to demonstrate efficacy – his com-
ments do raise questions about how the 
agency will view the size and scope of clini-
cal trials going forward.

The general rule for establishing safety 
and efficacy has been through conducting 
two successful Phase III trials.

Murray was previously one of Robert 
Califf’s biggest supporters to head FDA, 
who was nominated in September 2015 
by President Obama. Califf’s nomination 
received relatively little opposition, but as 
the top Democrat on the HELP Committee, 
Murray’s concerns about Gottlieb’s views 
on drug approvals could trickle down to 
other Democrats on the committee.

Murray has not yet released a full state-
ment on Gottlieb’s nomination.

US FDA Commissioner Confirmation: 
Gottlieb To Get Questions On Approval 
Standards, Ties To Industry
MICHAEL CIPRIANO  michael.cipriano@informa.com

Tweets from top Senate HELP Com-
mittee Democrat Patty Murray, D-
Wash., suggest that Scott Gottlieb 

will face a line of questions focused on 
approval standards during his eventual 
Senate confirmation hearing to be FDA 
commissioner.

“There are concerns w/ Dr. Gottlieb’s re-
cord & about how his views would impact 
our ability to maintain the ‘gold standard’ of 
#FDA approval,” Murray, the ranking mem-
ber of the committee, tweeted March 12.

“Senators must have all necessary infor-
mation to decide whether the interests of 
patients & families are best served by this 
nomination.”

While it was not explicitly clear what 
Murray was referring to, Gottlieb has pub-
licly expressed views before about chang-
ing the approval process of drugs. Writing 
in the magazine National Affairs in 2012, 
Gottlieb criticized FDA’s drug review pro-
cess and its “excessive desire for certainty.”

“This desire is primarily driven not by 
fear of unforeseen dangerous side effects 
caused by drugs under review, but rather 
by a deepening mistrust of the doctors 
who eventually prescribe such medicines 

During Senate review, 
Gottlieb can expect to hear 
questions about his deep 

ties to the pharmaceutical 
industry from Democratic 

senators, including his 
service on corporate 

boards and consulting  
and speaking fees.
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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/mIof2t to review the selection of 
RxScorecards today.  Interact with the data. Compare 
drugs on clinical, safety, and economic metrics. See the 
payer perspective. 
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Trump’s Budget Outline Threatens User Fee Agreements
DERRICK GINGERY  derrick.gingery@informa.com

President Donald Trump’s budget pro-
posal could upend certainty about 
the user fee reauthorization process, 

and even if substantial changes are not 
enacted, the proposal threatens to create 
a substantial distraction for industry and 
FDA in the midst of other policy debates.

The blueprint released March 16 in-
cludes only a high-level look at his plans 
for the federal government, with a more 
detailed budget expected in the coming 
weeks. The Health and Human Services 
Department would receive a 17.9% cut 
from the FY 2017 level, but it is unclear 
how the cuts would fall on FDA. The Alli-
ance for a Stronger FDA said in a statement 

that the Trump budget would cut “more 
than a third off the agency’s appropriation” 
and offset it with user fees.

The spending plan would boost user fee 
revenue for brand and generic drugs, de-
vices and biosimilars to more than $2bn in 
FY 2018, from almost $1.4bn in FY 2017 (see 
chart below).

The Obama administration also often en-
gaged in the magical “we’ll just have more 
user fee revenue” thinking in its FDA bud-
geting, but mostly with the goal of creating 
fee programs to enhance operations. Trump 
wrote that his budget “recalibrates” FDA 
medical product user fees and “replaces the 
need for new budget authority to cover pre-

market review costs.”
Such a change could prove very difficult, 

if not impossible, for the White House to 
push through Congress. FY 2018 will be the 
first year of the new user fee program cycle 
and in most cases FDA and industry already 
have negotiated revenue targets for those 
years as part of the renewal process.

The Alliance called the proposal “neither 
wise nor realistic,” in part because industry 
and the agency already have agreed to “an 
appropriate amount of industry fees to 
support agency improvements.”

Rep. Frank Pallone, D-N.J., the ranking 
member of the House Energy and Com-
merce Committee, which oversees FDA 

TIES TO INDUSTRY WILL ALSO 
BE ADDRESSED
Gottlieb can also expect to hear questions 
about his deep ties to the pharmaceuti-
cal industry from Democratic senators, 
including his service on the boards of 
pharmaceutical companies and his receipt 
of consulting and speaking fees. (Also 
see “Gottlieb Nomination As US FDA Chief 
Could Signal Changes To Generic Approval 
Process” - Pink Sheet, 13 Mar, 2017.)

Sen. Elizabeth Warren, D-Mass., asked 
several questions to Califf about his relation-
ships with industry from his clinical trials 
work, and promised more scrutiny to better 
understand the level of influence industry 
has over academia when it comes to clinical 
trial planning, analysis and publishing. (Also 
see “Califf’s Confirmation Fall-Out: Should 
Sponsors Worry About Research Contracts?” 
- Pink Sheet, 23 Nov, 2015.) She will likely 
ask similarly tough questions to Gottlieb, 
although she has not yet released a public 
statement about the nomination.

Warren ultimately voted in favor of Califf’s 
nomination as part of an 89-4 vote, but it is 
too early to know how she will ultimately 
decide in the case of Gottlieb, given his work 
for drug companies, deregulatory views and 

his nomination by a Republican president.
Sen. Bernie Sanders, I-Vt., will also be a 

likely be a critic of Gottlieb’s ties to indus-
try and stance on deregulation. Sanders 
was one of Califf’s most vocal opponents, 
because of his ties to industry and because 
he was not strong enough to stand up for 
consumers against industry over drug pric-
ing. (Also see “FDA Can Help On Drug Prices 
– Except When It Can’t, Califf Says” - Pink 
Sheet, 17 Nov, 2015.)

Although Sanders did not cast a vote 
for Califf’s nomination, he made it clear he 
would not vote for him, likely signaling a 
similar result for Gottlieb’s nomination.

PUBLIC CITIZEN EXPECTS A 
CONFIRMATION
Michael Carome, director of Public Citi-
zen’s Health Research Group, believes 
some members of the HELP Committee 
will give Gottlieb “a tough review,” but ex-
pects that he will ultimately be confirmed 
by the full Senate.

“I think some members of the Senate 
HELP committee are going to raise tough 
questions regarding his extensive ties to 
industries that he would now be in charge 
of regulating,” Carome said, who called on 
the Senate to oppose his nomination.

Carome added in an interview with the 
Pink Sheet that “it is just unreasonable to 
expect that he can disentangle all of them 
if he is confirmed as the commissioner.”

In a statement released March 10, Car-
ome noted that Gottlieb “was recused from 
many key meetings and decisions due to his 
close relationship with industry.” He cited to 
the Pink Sheet a recusal letter from Gottlieb 
to then FDA Commissioner Lester Crawford, 
where the nominee disqualified himself 
from matters involving specific parties be-
cause of his consulting relationship from his 
time at Manning, Selvage & Lee.

The listed parties included Inamed 
Corp., Eli Lilly & Co., Roche, Galderma 
Laboratories Inc., Sanofi-Aventis US LLC 
and VaxGen Inc. The latest recusal ended 
in August 2006, for VaxGen, about a year 
after Gottlieb had rejoined FDA. A similar 
recusal requirement suggest that Gottlieb 
would face limits for his first 12 months as 
commissioner on a variety of enforcement 
and review matters given his current in-
volvement in various investment firms and 
corporate boards.  

Published online March 13, 2017
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user fee programs, said in a statement that 
Trump’s budget outline “proposes altering 
revenue streams for FDA from stable, ap-
propriated funding to increased user-fee 
funding.”

Pallone said the change could “threaten 
the agency’s ability to hire and train medi-
cal product staff,” and prevent it from en-
suring drug safety and effectiveness.

Indeed, the increase also likely would 
push the user fee totals well above half of 
FDA’s total funding. The agency and law-
makers have been holding the total below 
50%, but as industry contributions to FDA’s 
budget have increase, some stakeholders 
become concerned about whether the 
agency’s independence will be affected. 
(Also see “FDA Budget Request Is Flat For 
Drugs, Pressuring Stakeholders” - Pink Sheet, 
15 Feb, 2016.)

PAYING THEIR FAIR SHARE
The amount of user fee revenue in the four 
negotiated medical product agreements 
appear almost $350n short of the $2bn 
target Trump has set, suggesting they may 
have to be reopened if Congress demands 
that Trump’s target be achieved.

The biosimilar program renewal in-

cludes changes to the fee structure and 
already has been slated to generate $45m 
in FY 2018. (Also see “Biosimilar User Fee 
Agreement Offers FDA Funding Boost, Fee 
Structure Overhaul” - Pink Sheet, 16 Sep, 
2016.) The generic drug user fee program 
renewal also includes an FY 2018 revenue 
target of $493.6m. (Also see “Generic Drug 
User Fees Will Jump More Than 50% In FY 
2018” - Pink Sheet, 16 Oct, 2016.) FDA and 
industry did not include any revenue fig-
ures in the prescription drug user fee re-
authorization documents. But negotiators 
said PDUFA revenue was expected to rise 
to $1bn by FY 2020. (Also see “Will PDUFA 
VI Fee Structure Changes Slow Revenue 
Growth?” - Pink Sheet, 25 Jul, 2016.)

Trump’s blueprint also states that “in a 
constrained budget environment, indus-
tries that benefit from FDA’s approval can 
and should pay for their share.”

The argument raises another potential 
problem for the idea. Industry likely will ar-
gue that increasing user fee revenue threat-
ens one of the underlying principles of the 
user fee program: that fees are supposed to 
supplement, not supplant, taxpayer dollars.

And the industry groups that worked 
on the agreements will not be happy if 

they are told to restart negotiations and 
increase the total they will pay.

John DiLoreto, executive director of the 
Society of Chemical Manufacturing and 
Affiliates’ Bulk Pharmaceuticals Task Force 
(SOCMA), who helped negotiate the GDU-
FA reauthorization, said in an interview 
that reopening the agreement “will be a 
significant problem.”

DiLoreto also confirmed that Hill staff-
ers seemed to be looking for ways to ad-
just the agreement. One thing they asked 
when he and other industry officials 
briefed them on the agreement was “how 
can we get a better deal here?”

He said the generic industry was not 
happy about increasing user fee pay-
ments in GDUFA II, but recognized that 
FDA needed to hire more staff and make 
enhancements to handle its workload.

“We’re willing to pay for it, but if it gets 
much beyond this, we have to think real hard 
if we want to contribute more,” DiLoreto said.

DiLoreto also said that he and other ne-
gotiators made clear to Hill staffers that 
any changes to the agreement or revenue 

F D A

The Gap In Trump’s User Fee Budget Proposal

President Trump said in his budget outline that he wants FDA user fee revenue boosted to $2bn in FY 2018. The total is almost 
21% higher than the amount expected in the FDA user fee reauthorization, which is itself a 22% jump from the last year of the 
previous agreements.

Note: The prescription drug user fee reauthorization does not include a revenue target for FY 2018, but an estimate based on 
information from negotiators was included in the total for the agreements.

Sources: FDA and appropriations documents; Trump budget document
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amounts could mean industry will not 
support it.

The Association for Accessible Medi-
cines, formerly the Generic Pharmaceutical 
Association, which also helped negotiate 
GDUFA II, echoed the sentiment, saying in 
a statement that it “would be concerned by 
any proposal to raise user fees dramatically 
beyond what was agreed to in the recently 
concluded user fee negotiations between 
industry and the FDA.”

The House Energy and Commerce Com-
mittee said in a statement that it is access-
ing the user fee agreements and soon will 
move on to the budget request. “We look 
forward to reviewing the president’s bud-
get and working together as Congress be-
gins the appropriations process,” the com-
mittee said in a statement.

Timing of any potential user fee agree-
ment changes also could be a challenge. 
Congress would like to finish the bill reautho-

rizing the programs by July. If not, FDA could 
be forced to tell employees whose salaries 
are supported by user fees that they might 
be laid off if the bill does not pass by the 
existing agreements’ Oct. 1 expiration, un-
settling a workforce already nervous about 
the changes coming under Trump. (Also see 
“Woodcock Tries To Calm US FDA Staff Fears 
About Trump” - Pink Sheet, 21 Dec, 2016.)

Amid the uncertainty, DiLoreto said 
SOCMA is taking a wait-and-see attitude.

The Pharmaceutical Research and 
Manufacturers of America also seems to 
be endorsing the wait-and-see approach, 
but also is standing by the user fee agree-
ments. In a statement, the association 
said that PhRMA was reviewing the bud-
get proposal and that the “negotiated 
user fee agreements are an important 
step toward ensuring innovative medi-
cines are delivered to patients in a timely 
and safe manner.”

‘ADMINISTRATIVE ACTIONS’ 
ALSO INCLUDED
The blueprint also states that along with 
the user fee increase is “a package of ad-
ministrative actions designed to achieve 
regulatory efficiency and speed the de-
velopment of safe and effective medical 
products.” No further detail was included, 
but FDA reform has a been a prominent 
theme for Trump, and Congressional Re-
publicans have keyed on the speed of the 
agency’s ANDA’s reviews as an avenue to 
address drug pricing concerns.

Trump’s nominee for FDA commissioner, 
Scott Gottlieb, has been a long-time agency 
gadfly and is expected to look for ways to 
speed generic and innovator approvals. 
(Also see “Gottlieb Nomination As US FDA 
Chief Could Signal Changes To Generic Ap-
proval Process” - Pink Sheet, 13 Mar, 2017.)  

Published online March 16, 2017
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FDA’s NDA And BLA Approvals: Kisqali, Voriconazole
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

Xellia Voriconazole 200 mg/vial injection to treat invasive aspergillosis; Candidemia in non-
neutropenic patients and the following candida infections: disseminated 
infections in skin and infections in abdomen, kidney, bladder wall, and 
wounds; or serious fungal infections caused by Scedosporium apio-
spermum (Asexual form of Pseudallescheria boydii) and Fusarium spp. 
Including Fusarium solani, in patients intolerant of, or refractory to, other 
therapy.

S, 5 3/9/2017

Novartis Kisqali (ribociclib) CDK4/6 inhibitor for use in combination with an aromatase inhibitor as ini-
tial endocrine-based therapy for the treatment of postmenopausal women 
with hormone receptor (HR)-positive, human epidermal growth factor 
receptor 2(HER2)-negative advanced or metastatic breast cancer 

P, 1 3/9/2017

KEY TO ABBREVIATIONS

Review Classifications NDA Chemical Types

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

N E W  P R O D U C T S
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Pharma-Related Probes Could Be Impacted  
By Departure Of US Attorneys
BRENDA SANDBURG  brenda.sandburg@informa.com

T he Trump Administration’s dis-
missal of 46 of the Department of 
Justice’s 94 US attorneys, includ-

ing the firing of Manhattan US Attorney 
Preet Bharara, has raised questions about 
the impact their departure will have on 
ongoing investigations. But former pros-
ecutors say they do not expect a change 
in leadership to derail current cases.

On March 10, Attorney General Jeff 
Sessions requested the resignation of 
the 46 US Attorneys who held their posts 
under the Obama Administration.

Michael Loucks, a former Acting US 
Attorney and First Assistant US Attorney 
for the District of Massachusetts, said he 
doesn’t think the departures will have an 
impact on ongoing investigations.

“I was in the office as an Assistant U.S. 
Attorney for the first President Bush to 
President Clinton transition, the transi-
tion from Clinton to the second Presi-
dent Bush, and for the start of the transi-
tion from Bush to President Obama and 
these transitions had very little impact 
on my day-to-day work in white collar 
prosecutions, especially in healthcare 
fraud,” Loucks, a now a partner at Skad-
den, Arps, Slate, Meagher & Flom, said.

But he said there are always policy and 

law enforcement priority changes after 
a change in administration, which “are 
a normal consequence of our elections” 
and can lead to a reallocation of prosecu-
torial resources from one type of case to 
another.

Hogan Lovells partner Gejaa Gobena, 
former chief of the criminal division 
of the Department of Justice’s health-
care fraud unit, also said the departures 
would probably have little impact on 
current cases.

“The overwhelming majority of these 
investigations will be handled by career 
prosecutors,” Gobena said. How much 
of a role the US attorney plays depends 
on the size of the office and “most of the 
big pharma cases are in cities like Bos-
ton and Philadelphia with robust health 
practices.”

As for whether there will be a change in 
how aggressively the government goes 
after healthcare enforcement under the 
Trump Administration, Gobena said “all 
signals point to healthcare enforcement 
as usual.” It is a bipartisan issue, he add-
ed, noting that during the three years he 
headed the healthcare fraud’s criminal 
division it received increased funding 
under a Republican Congress.

Gobena also noted that Senate Judi-
ciary Committee Chairman Chuck Grass-
ley, R-Iowa, has asked all DOJ nominees 
if they will continue to be strong enforc-
ers of the False Claims Act, which permits 
private individuals to file suits on be-
half of the federal government alleging 
fraudulent claims have been submitted 
for government payments.

BHARARA DEFENDED FDA IN 
AMARIN OFF-LABEL FIGHT
It is not uncommon for administrations to 
request the resignation of US Attorneys. 
President Bill Clinton’s Attorney General 
Janet Reno sought the resignations of 93 
US attorneys in one day. And many US At-
torneys resign with the change in admin-
istration. For example, Boston US Attorney 
Carmen Ortiz stepped down from her post 
in December.

However, the nature of Trump’s presi-
dency, which has been fueled by acrimo-
nious tweets and policy announcements, 
and Bharara’s refusal to resign, led to head-
line news reports about the dismissals and 
criticism by other government officials. 
“Preet Bharara, like many of the U.S. attor-
neys dismissed this week, served with hon-
or and distinction. His integrity, tenacity, 
and commitment to rooting out wrongdo-
ing – whether in the boardroom, the halls 
of government, or anywhere else – will be 
sorely missed,” New York Attorney General 
Eric Schneiderman said in a statement.

“President Trump’s abrupt and unex-
plained decision to summarily remove over 
40 U.S. Attorneys has once again caused 
chaos in the federal government and led 
to questions about whether the Justice 
Department’s vital and non-partisan work 
will continue under Attorney General Ses-
sions, as it must.”

Bharara issued a statement on March 
11 saying he had been fired that day. “One 
hallmark of justice is absolute indepen-
dence, and that was my touchstone every 

L I T I G AT I O N
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day that I served,” Bharara said. The people 
of the Southern District of New York “will 
continue to do the great work of the Of-
fice under the leadership of Joon K. Kim, 
the current Deputy U.S. Attorney, who will 
serve as Acting U.S. Attorney.”

Bharara, who was known for his prosecu-
tion of public officials and insider trading 
convictions, pursued several cases against 
pharmaceutical companies and executives. 
Last year, his office charged former execu-
tives of Valeant Pharmaceuticals Inter-
national Inc. and the specialty mail-order 
pharmacy Philidor Rx Services LLC with wire 
fraud and conspiring to commit money 
laundering. (Also see “Former Valeant, Phili-
dor Execs Charged With Elaborate Kickback 
Scheme” - Pink Sheet, 17 Nov, 2016.)

In 2012, his office and the Securities 
and Exchange Commission filed a com-
plaint against Mathew Mortoma, formerly 
of CR Intrinsic Investors, a unit of SAC 
Capital Advisors, alleging he made $276m 
on inside information about a Phase II 
clinical trial of Elan Corp. PLC and Wyeth’s 
Alzheimer’s disease drug bapineuzumab. 
(Also see “Insider Trading Spectrum: From 
Small-Scale Buddies To “Most Lucrative In-
side Tip Of All Time”” - Pink Sheet, 26 Nov, 
2012.) After a jury trial Martoma was con-
victed of one count of conspiracy to com-

mit securities fraud and two counts of se-
curities fraud.

In January, Bharara announced a $50m 
settlement in a civil kickback suit against 
Walgreen Co. alleging that the pharmacy 
chain induced beneficiaries of govern-
ment healthcare programs to fill their pre-
scriptions at Walgreens’ pharmacies.

Bharara also represented FDA in its liti-
gation with Amarin Corp. PLC, which sued 
FDA over its regulation prohibiting promo-
tion of unapproved uses of its fish oil pill 
Vascepa (icosapent ethyl). (Also see “First 
Amendment Suit: FDA Draws Line At Ama-
rin’s Heart Disease Claim” - Pink Sheet, 29 
Jun, 2015.) A district court ruled for Amarin 
and the parties settled last year. (Also see 
“Consumer-Focused Off-Label Promotion 
Seems Possible After Amarin Settlement” - 
Pink Sheet, 14 Mar, 2016.)

MASSACHUSETTS US ATTORNEY’S 
OFFICE CONTINUES TO EYE 
PHARMA
The Boston US Attorney’s Office has been 
at the forefront of many pharma com-
plaints brought under the False Claims Act, 
prior to and during Ortiz’s tenure as head 
of the office.

In December, the office announced 
the indictment of six former employees 

of Insys Therapeutics Inc. on charges of 
misleading insurers and pharmacy ben-
efit managers into authorizing payments 
for Subsys sublingual fentanyl pain medi-
cine. (Also see “Insys ‘Reimbursement Unit’ 
Fraudulently Boosted Fentanyl Rxs, DOJ 
Charges” - Pink Sheet, 9 Dec, 2016.)

The office also indicted the former head 
of Warner Chilcott PLC’s pharmaceutical 
division, Carl Reichel, for conspiring to pay 
kickbacks but a jury acquitted him in June. 
The Boston office charged district man-
agers of Warner Chilcott with improper 
disclosure of health information and push-
ing sales reps to fill out prior authorization 
forms. One of them was sentenced to one 
year of probation and another to eight 
months of home confinement and all were 
ordered to pay fines. 

The office has not let up on its investiga-
tion of industry practices. In the last year, it 
issued subpoenas to several drug makers 
seeking documents related to their sup-
port of nonprofit organizations and also 
related to their contractual relationships 
with pharmacy benefit managers, among 
other things. (Also see “Pharma Pricing, 
Non-Profit Ties Get Increasing Scrutiny From 
Prosecutors” - Pink Sheet, 14 Sep, 2016.)  

Published online March 14, 2017
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Pharma Showing More Interest In Conditional Approvals; 
Back On EU Expert Group Agenda
NEENA BRIZMOHUN  neena.brizmohun@informa.com

T he number of conditional marketing authorizations 
granted in the EU last year rose to an all-time high, 
against a backdrop of efforts by regulators to improve 

the early access pathway and eliminate the negative percep-
tions that have surrounded its use.

Eight products received a CMA in 2016, twice as many than 
the highest number of CMAs granted in any given year since 
2006, when the pathway was first used. Some 36 products have 
received a CMA in nearly 11 years.

It is not possible to tell at this stage whether the rise in CMAs 
granted last year is a beginning of a trend or “a chance finding,” 
the European Medicines Agency told the Pink Sheet. “The overall Sh
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numbers are still small,” the agency observed, adding that the 
rise had “only been observed in one year (mostly from the sec-
ond half of 2016).” 

Regulators in Europe have been working on how to use the 
CMA more effectively for some time now. Earlier this year, the 
agency published a report on its 10 years of experience with the 
CMA, which said interest in the pathway was on the rise. 

CMAs, which were introduced by Commission Regulation 
(EC) No 507/2006, are designed to bring medicines that address 
unmet medical needs to market faster by enabling them to be 
approved on the basis of less comprehensive data than normal 
where the public health benefit of their immediate availability 
to patients outweighs the risks.

But some stakeholders have been reluctant to request a CMA 
instead of a standard marketing authorization (MA) because of 
issues like potential reimbursement problems and the level of 
post-marketing obligations required. There have also been con-
cerns over the inappropriate use of CMAs, with suggestions that 
they were often being used as a kind of “rescue option” if the 
company was not able to obtain a full marketing authorization.

COMPANIES RELUCTANT… BUT INTEREST IS RISING
Of the 30 medicines that were granted a CMA by the European 
Commission between 2006 and June 30, 2016, only 14 had been 
proposed as such by the applicant in their initial submission to 
the EMA’s scientific committee, the CHMP. This finding, con-
tained in the agency’s report on its 10 years of experience with 
the CMA, confirms previous observations that companies tend 
to be reluctant to use the pathway.

Sponsors of the remaining 16 drug applications were advised 
to pursue the CMA route either during the initial assessment 
(14/30) by the agency or at the re-examination stage (2/30), ac-
cording to the report said. Also, only in a few therapeutic areas 
(oncology, infectious diseases, neurology and ophthalmology) 
has the CMA authorization route been used.

On the other hand, the report found that interest in the CMA 
seemed to be increasing. For example, it explained that, on av-
erage, the numbers of marketing authorization applications re-
questing conditional approval at the stage of the initial submis-
sion had been growing.

The CMA is “seen as an important tool for fostering early ac-
cess to medicines for patients, bringing forward the authoriza-
tion before comprehensive data is available, which on average 
took about four years,” concluded the report, which was pub-
lished on Jan. 23, 2017. While the number of CMAs granted 

represent just a small fraction of the marketing authorizations 
granted in general, stakeholders have shown “considerable in-
terest” in the pathway since it was first introduced, it said.

The report was scheduled to be discussed by the European 
Commission’s expert group on Safe and Timely Access to Medi-
cines for Patients (STAMP) at its meeting on March 14. The 
STAMP, which comprises access to medicines experts from the 
EMA and the EU and EEA countries, has been exploring how to 
improve the CMA pathway since the group was formed in Janu-
ary 2015. The new report was prepared in response to discus-
sions by the group.

The STAMP was said last year to be considering the “rescue” as-
pect of the CMA. In particular, it was looking at the impact on the 
EMA’s strict timelines, not to mention the documentation require-
ments and “scientific consequences”, if the whole focus of the ap-
plication changes in mid-procedure from a full MA to a CMA.

One major attempt to improve the CMA also took place last 
year, when the EMA revised its scientific guideline on the path-
way in June. It is still too early to gauge whether and to what 
extent the revisions might have made things better. Also, the 
EMA’s report cut-off date coincided roughly with when the up-
dated guidance came into force and, as such, it does not include 
data to support improvements from the revisions. 

The EMA’s report, according to European drug industry feder-
ation, EFPIA, provides a balanced view on the CMA procedure as 
it was when it was applied during the 10-year timeframe stud-
ied. “The document recognizes that the procedure was mainly 
used in a very limited number of therapeutic areas and was 
mainly considered during the assessment of the application so 
[it was] mainly used re-actively and not necessarily pro-actively 
requested by the marketing authorization holder,” EFPIA told 
the Pink Sheet.

The main reason for revising the guidance document was to 
encourage applicants to request CMA pro-actively, the federa-
tion added.

As for the updated CMA guidance, EFPIA said it welcomed 
the revisions. But it added that it was still “too soon to draw any 
conclusions” about any improvements the new guidance might 
have introduced, and that the federation was “currently moni-
toring progress.”

EIGHT CMAS IN 2016
As for the eight CMAs awarded last year, three were granted 
by June 30 (i.e., before the data lock date of the EMA’s report): 
Janssen-Cilag International’s Darzalex (daratumumab); Astra-
Zeneca’s Tagrisso (osimertinib); and AstraZeneca/MedImmune’s 
Pandemic influenza vaccine H5N1. The remaining five products 
that received a CMA in the second half of 2016 were: Eli Lilly’s 
Lartruvo (olaratumab), Takeda’s Ninlaro (ixazomib), Intercept 
Pharmaceuticals’ Ocaliva (obeticholic acid), AbbVie’s Venclyxto 
(venetoclax), and MolMed S.p.A’s Zalmoxis. Six of these applica-
tions requested a CMA upfront in the initial submission. As for 
the remaining two applications, one requested the CMA during 
the main assessment and one during re-examination.

Six of the eight CMA applications 
approved in 2016 requested a 
conditional approval upfront in the 
initial submission.

pink.pharmamedtechbi.com
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ROOM FOR IMPROVEMENT
The EMA’s report also revealed that by June 30, 2016, 11 of 30 
CMAs granted had been converted into “standard” MAs, two had 
been withdrawn for commercial reasons and the remaining 17 
authorizations were still conditional. None of the marketing au-
thorizations had been revoked or suspended. In addition, there 
were 22 “unsuccessful” CMA applications over the review period.

The report suggested possible areas for improvement in us-
ing the procedure. These include prospective planning of CMAs 
and early dialogue with the EMA to support the generation of 
high-quality data, timely discussion of additional post-autho-
rization studies and their feasibility, and better data generation 
for completion of specific obligations. There should also be bet-
ter engagement with other stakeholders involved in bringing a 
medicine to patients, particularly health technology assessment 
bodies, to facilitate the generation of all data needed for deci-
sion-making through one development program.

CMAS IN 2017
So far in 2017, there has been one recommendation for a CMA 
from the CHMP. This recommendation was for Shire’s recom-
binant human parathyroid hormone Natpar (rhPTH[1-84]) for 
treating patients with chronic hypoparathyroidism. Hypopara-
thyroidism is a designated as an orphan disease by the com-
mission. 

Shire did not apply for the CMA at the time of the submission 
of the initial MA, a spokesperson for the company told the Pink 
Sheet. “A conditional marketing authorization was proposed by 
the CHMP during the assessment at Day 180 of the procedure, 

after having consulted the applicant as Natpar falls within the 
scope of Regulation (EC) No 507/2006.”

During the review of the Natpar MA application, “the pro-
posed indication was revised to a population of adult patients 
with chronic hypoparathyroidism who cannot be adequately 
controlled with standard therapy alone,” the Shire spokesper-
son said. “The CHMP considered that further data should be 
obtained as a condition of approval to further confirm the posi-
tive benefit/risk in this patient population including a confirma-
tion of appropriateness of QD dosing versus alternative dosing 
regimens, cognitive testing, measures of calcium serum and 
phosphate serum post-dose and a proper calcium clearance 
measurement.”

In view of this assessment, the spokesperson explained, the 
CHMP proposed that the MAA falls within the regulation of a 
CMA as the benefits to public health of the immediate availability 
outweigh the risks inherent in the fact that the additional data 
above are still required. “During the assessment, Shire agreed 
with this CHMP position and accepted the conditional MA.”

If approved, Natpar would be the first licensed recombinant 
parathyroid hormone in Europe for the management of chronic 
hypoparathyroidism, the only endocrine-deficiency disorder 
with no hormone treatment, Shire said.

Commenting on the CMA pathway, the spokesperson told the 
Pink Sheet that Shire was committed to bringing innovative new 
treatment options to patients with rare diseases to market as 
quickly as possible.  “We therefore continually explore with the 
EMA all options, including the CMA pathway, so as to expedite 
the development programme and registration process for all 
applicable products.”

As for the one CMA granted this year, Roche reported on Feb. 
21 that its product Alecensa (alectinib) had been approved un-
der the pathway as monotherapy for the treatment of adults 
with anaplastic lymphoma kinase (ALK)-positive advanced non-
small cell lung cancer (NSCLC) previously treated with crizo-
tinib. Most people with ALK-positive NSCLC develop resistance 
to the current standard of care within a year of treatment, and 
approximately 60% will develop metastases in the central ner-
vous system (CNS), the company explained. 

Roche did not apply for the CMA for Alecensa, a spokesperson 
for the company told the Pink Sheet.

ALSO ON THE STAMP AGENDA
Other topics scheduled for discussion at the STAMP meeting this 
week cover such things as:

 • the repurposing of established medicines/active substances;

 • off-label use of medicinal products;

 • synergies with the health technology assessment network; and

 • the EMA’s adaptive pathways initiative.  

From the editors of Scrip Regulatory Affairs. Published online  
March 14, 2017

C M A s:  A Brief  B ackground

Conditional marketing authorization is one of the tools 

available to regulators to support the development of 

and early access to medicines that address unmet medi-

cal needs of patients in the EU.

A CMA is valid for one year. As part of the authorization, 

the company is obliged to carry out further studies 

to obtain complete data. The European Medicines 

Agency’s Committee for Medicinal Products for Hu-

man Use (CHMP) assesses the data generated by these 

specific post-authorization obligations at least annually 

to ensure that the balance of benefits and risks of the 

medicine continues to remain positive. At the end of 

its assessment, the committee recommends either the 

renewal or not of the CMA or its conversion into a stand-

ard marketing authorization.
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EMA Picks Valproate For First Public Hearing  
On Safety Of Marketed Medicines
VIBHA SHARMA  vibha.sharma@informa.com

T he European Medicines Agency’s 
pharmacovigilance committee has 
finally found a suitable candidate for 

its first ever public hearing on the safety of 
marketed medicines. It has decided to get 
public input on the use of the anti-epileptic 
drug valproate in women and girls who are 
pregnant or of childbearing age. 

The precise date of the hearing will be de-
cided in June, and details of interested per-
sons who can register for the event will be 
published on the EMA’s website along with 
the list of specific questions on which infor-
mation from the public would be sought.

Public hearings are a new tool made 
available to the EMA under the EU pharma-
covigilance legislation. They will open up 
the EU process of assessing medicines in 
the post-marketing phase to the wider pub-
lic for the first time.

While the mandate to conduct such hear-
ings was given to the EMA in 2012 (when the 
pharmacovigilance legislation came into ef-
fect), a decision to hold the first hearing has 
only been taken now as the EMA had to first 
finalize the rules and procedures for con-
ducting such hearings. Thereafter, it waited 
for an ideal case where public input would 
really benefit the agency’s regulatory deci-
sion-making. (Also see “Waiting For The Per-
fect Case: Why EMA Has Yet To Hold A Public 
Drug Safety Hearing” - Pink Sheet, 6 Dec, 2016.)

The decision to hold the hearing was 
taken at the March 6-9 meeting of the 
EMA’s pharmacovigilance risk assessment 
committee, PRAC, where it started a new 
review of the use of valproate-containing 
medicines that are approved nationally in 
the EU to treat epilepsy, bipolar disorder 
and, in some countries, migraine. Follow-
ing an earlier review of the drug in 2014, 
the EMA had ordered stronger warnings 
and restrictions on valproate use in wom-
en, due to the risk of malformations and 
developmental problems in babies who 
are exposed to valproate in the womb. 
(Also see “EMA to go extra mile to facilitate 

joint safety study for valproate” - Pink Sheet, 
12 Feb, 2015.)

Following concerns over the effectiveness 
of these measures, the French medicines 
agency, ANSM, asked the EMA to re-exam-
ine the matter and consider whether further 
EU-wide action should be recommended to 
minimize risks in women who are pregnant 
or of childbearing age. 

As part of this review, PRAC decided to 
organize a public hearing “to listen directly 
to the experience of EU citizens with these 
medicines” so this can be taken into account 
in PRAC’s final recommendation, the EMA 
said. The exact date of the hearing will be 
decided in June after PRAC has conducted a 
first round of evaluation of the available sci-
entific evidence, the agency added.

The EMA believes that the public hear-
ings will give EU citizens a voice in the 
evaluation of the safety of medicines and 
empower them to express their views on 
issues related to the safety of certain medi-
cines and the management of risks.

VALPROATE IS A GOOD CHOICE
François Houyez, Treatment Information 
and Access Director of Eurordis, the patient-
driven alliance of rare disease organizations 
in Europe, believes that a public hearing 
on valproate is needed. As part of its initial 
review of valproate, Houyez noted that the 
EMA had already consulted with patients 
and consumers on how to enhance com-
munication on valproate-related risks.

“On the regulatory side, I think the assess-

ment is now complete, and communica-
tion [of risks] was made. But what about the 
success of this communication? Why do we 
continue to have controversies on valproate, 
and lawyers accusing regulatory authorities 
[of being] passive if not negligent? In French 
media, for example, valproate is treated as 
another regulatory scandal. So it’s logical 
regulators need to reiterate their messages 
to the public and healthcare professionals,” 
Houyez told the Pink Sheet.

Houyez pointed out that for different in-
dications of valproate – i.e., epilepsy, bipo-
lar disorders and migraine – there are dif-
ferent levels of use of the medicine. In the 
case of epilepsy, for example, he explained 
that there are not many alternative treat-
ment options and there are cases where 
valproate is the only medicine that can be 
used, so prescribers need to plan any preg-
nancy very well with their patients.

For bipolar disorders, however, there is a 
broader spectrum of options, and it would 
seem easier to avoid using valproate in 
women of childbearing potential. However, 
he pointed out that valproate is quite often 
used despite communication to healthcare 
professionals. As a result, foetuses continue 
to be exposed and risks are not always 
clearly identified by the mothers. “Therefore, 
I think a public hearing with a larger com-
munication and impact is a good initiative,” 
said Houyez.  

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

D R U G  S A F E T Y

Public hearings are a 
new tool made available 
to the EMA under the 
EU pharmacovigilance 
legislation.
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Opana ER Looking At REMS – Or Worse – After US  
FDA Panel Weighs Intravenous Abuse Risk
SUE SUTTER sue.sutter@informa.com

Endo Pharmaceuticals Inc.’s reformulated Opana ER (oxymor-
phone extended-release) should either be removed from the 
market, or its prescribing limited through new labeling and a 

strict Risk Evaluation Mitigation Strategy (REMS), due to concerns 
about increased intravenous abuse of the long-acting opioid, US 
FDA advisory committee members said March 14.

Eighteen of 27 members of the Drug Safety and Risk Manage-
ment and the Anesthetic and Analgesic Drug Products advisory 
committees voted that the benefits of reformulated Opana ER do 
not outweigh its risks.

The currently marketed version of Opana ER was formulated 
with the goal of deterring intranasal and intravenous abuse; it in-
corporates physicochemical properties that make the tablets dif-
ficult to crush. However, FDA has twice denied Endo’s request for 
abuse-deterrent labeling claims. (Also see “Opana ER: Effort To Ex-
pand US Label Might Lead To Withdrawal Due To Abuse Problems” 
- Pink Sheet, 9 Mar, 2017.)

The majority of committee members said postmarketing epi-
demiological studies and other data show the formulation has 
caused a shift in abuse patterns from the intranasal route to intra-
venous administration. In addition, injecting Opana ER has been 
associated with cases of HIV transmission and dozens of reports of 
thrombotic thrombocytopenic purpura (TTP).

CALLS FOR WITHDRAWAL …
Of the 18 panelists who concluded Opana ER has an unfavorable 
risk/benefit profile, eight specifically called for the product’s with-
drawal, concluding that it offered no unique benefits compared 
to other long-acting opioids and that other regulatory strategies 
would be ineffective.

“While I believe that oxymorphone … has a limited place in the 
repertoire and a useful place … this particular weak ADF-like for-
mulation is not good at this point,” said Daniel Ciccarone, professor 
of family and community medicine at the University of California-
San Francisco. “It needs more innovation. I believe there is evidence 
for increasing IV route of misuse following the reformulation of this 
particular drug.”

Mary Ellen McCann, anesthesiologist at Children’s Hospital Boston, 
said she saw no evidence that reformulated Opana ER provided a 

benefit to chronic pain patients compared to generic versions of the 
original version “and yet it had significant possible downsides.”

“I was convinced with both the epidemiologic as well as the 
animal data that there is an association with TTP and I think the 
structural features of reconstituting it do promote needle sharing 
and activities such as that leading to HIV and other bloodborne 
pathogens,” McCann said.

The reformulation has had unintended consequences and 
should be removed from the market, Columbia University anesthe-
siologist Charles Emala said, adding: “I don’t have any confidence 
that labeling changes or a REMS program really has an impact on 
its abuse potential.”

… VS. TIGHTER RESTRICTIONS
Other panelists said that despite the unfavorable risk/benefit pro-
file, there could be room for Opana ER’s continued marketing with 
revised labeling and a REMS that limits prescribing by pain medi-
cine specialists and for certain kinds of patients, such as those who 
have not been successful on other opioids.

“I recognize that there are risks associated with the misuse and 
injecting the drug that may be in excess of other opioids and for 
that reason I do think that we should take steps to limit the pre-
scribing, perhaps with labeling changes to make it a second-line 
agent,” said Anne-Michelle Ruha, a medical toxicologist at Univer-
sity of Arizona. “It does have unique properties that may make it 

A D V I S O RY  CO M M I T T E E  V OT E

Do the benefits of reformulated Opana ER continue to 
outweigh its risks? Y – 8, N – 18, Abstain – 1

“ I would support changing the  
label focusing on prescribing 
patterns rather than warnings 
against misuse,” panelist Ruha said. Sh
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more effective for some people who have failed other therapies. 
I would support changing the label focusing on prescribing pat-
terns rather than warnings against misuse.”

“I would only support keeping it on the market if there’s a way to 
limit prescribing that required follow-up and testing for other recre-
ational drugs being used simultaneously,” said MedShadow Founda-
tion President Suzanne Robotti, the panel’s consumer representative. 
“A voluntary REMS in this time of opioid overprescribing is absurd.”

Panelists who voted the drug’s risk/benefit profile was still favor-
able said the current formulation provided some advantage in that 
it reduced intranasal abuse. Nevertheless, they also called for tighter 
restrictions on the drug’s use and prescribing.

FDA, ENDO DISAGREE ON INTRAVENOUS IMPACT
FDA convened the panel to consider whether Opana ER’s abuse 
potential and associated safety issues warranted regulatory ac-
tion, even though Endo is not currently seeking claims for abuse-
deterrent labeling.

The panel’s vote followed two days of discussion about post-
marketing epidemiology studies that Endo conducted using the 
NAVIPPRO and RADARS surveillance systems to show the impact 
on abuse that its reformulated product has had.

Jana McAninch, an FDA medical officer and epidemiologist, 
said the NAVIPPRO and RADARS studies provide compelling data 
that the reformulation has caused a shift from the intranasal to 
injection routes of abuse among those abusing Opana ER.

While the reformulation appears to have reduced intranasal 
abuse in the population as a whole, injection abuse of the Endo 
drug has increased, although it’s unclear whether the increase is 
greater than would have been seen if the drug had not been re-
formulated in 2011, McAninch said. She also noted that limited 
geographic areas, particularly in Tennessee and other Appala-
chian states, appeared to be driving increases in injection abuse 
rates since the reformulation.

Alexander Walker, former chairman of Harvard’s epidemiol-
ogy department and an expert for Endo, said the epidemiologi-
cal data suggesting a sharp increase in intravenous abuse with 
Opana ER in Tennessee were an anomaly that is not consistent 
with the nationwide data and should not drive a change in the 
drug’s regulatory status.

“I’m persuaded the data on the new formulation of Opana ER 
so far has indicated a deterrent of intranasal abuse,” Walker said. 
“I think the reformulation has had little effect on the risk of in-
travenous abuse.”

INJECTION PRACTICE DATA
The committee also considered data provided by the Indiana State 
Department of Health and the Centers for Disease Control and Pre-
vention (CDC) about a 2015 outbreak of HIV cases in rural Indiana 
and TTP-like illnesses reported in Tennessee in 2012 that have been 
linked to injecting Opana ER.

Panelists seemed particularly struck by results from a CDC 
qualitative study on drug use practices in the wake of the Indiana 
HIV outbreak.

The study found that Opana ER’s strong potency, short duration 
of action and high street price, combined with the large volume 
of solution need to draw the drug up into a syringe, collectively 
resulted in the need for frequent injection events each day, with 
multiple injections at each event, and the sharing of pills among 
injection partners.

“Opana ER is a very potent opioid medication that appears to be 
being overused based on the current recommendations for treat-
ment of chronic pain,” said Raeford Brown, a pediatric anesthesi-
ologist at the University of Kentucky. “The effect of the relatively 
short half-life and the potency of the drug seems to have created a 
high addiction liability.”

While there are challenges with interpreting the NAVIPPRO and 
RADARS data, a careful analysis “demonstrates pretty well that the 
reformulation to reduce the prevalence of intranasal abuse likely 
increased the prevalence of intravenous abuse. I think that’s a firm 
observation we can make from this data,” Brown said.

The drug’s potency and number of injections used “has raised 
the risk of a number of other … public health issues which make 
the safety of this drug doubly questioned in my mind,” he said.  

Published online March 14, 2017

The panel’s vote followed two days 
of discussion about postmarketing
epidemiology studies that Endo 
conducted using the NAVIPPRO and 
RADARS surveillance systems to 
show the impact on abuse that its 
reformulated product has had.
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AstraZeneca Mulls Broad Ovarian Cancer Maintenance 
Approval For Lynparza
EMILY HAYES  emily.hayes@informa.com

AstraZeneca PLC thinks there is po-
tential for its poly ADP-ribose poly-
merase (PARP) inhibitor Lynparza 

to get FDA approval as a maintenance 
therapy in ovarian cancer patients broadly, 
regardless of mutation status. But to do so, 
it will have to convince regulators to ac-
cept a “totality of the evidence” approach. 

The company presented impressive data 
for Lynparza (olaparib) in the SOLO-2 study 
against placebo as a maintenance treat-
ment in 295 relapsed patients with BRCA 
mutations on March 14 at the Society for Gy-
necologic Oncology (SGO) Annual Meeting 
on Women’s Cancer, held in National Harbor, 
Md. This followed a top-line release from 
the trial in October. (Also see “Lynparza May 
Still Rival Tesaro’s Niraparib In Ovarian Cancer 
Therapy” - Scrip, 27 Oct, 2016.)

AstraZeneca will be now be discussing 
the data with FDA in pursuit of expanded 
labeling beyond fourth-line treatment. 
Lynparza received accelerated approval 
from FDA for use after three lines of thera-
py in germline-BRCA mutated ovarian can-
cer in December 2014. (Also see “AstraZene-
ca’s Olaparib Clears FDA For Later Therapy Line 
In Ovarian Cancer” - Pink Sheet, 19 Dec, 2014.)
SOLO-2 will serve as the confirmatory trial 
to convert the drug’s status to full approval 
and also support an indication for mainte-
nance treatment.

While SOLO-2 was done in patients with 
BRCA mutations, who make up 10%-15% 
of ovarian cancer patients, Lynparza was 
tested in a broader population in the Phase 
II Study 19, an earlier maintenance trial. As-
traZeneca believes the drug has prospects 
for approval in all comers, regardless of 
mutation status, based on the totality of 
the data, though it needs to discuss this 
with regulators, Mika Sovak, executive di-
rector and Lynparza global development 
lead, said in an interview.

This won’t be the first time FDA has re-
viewed Study 19. AstraZeneca initially 
sought accelerated approval in the US for 

Lynparza as a maintenance therapy in re-
lapsed ovarian cancer patients with germ-
line BRCA mutations based on Study 19, but 
agency reviewers had a number of concerns 
about the data, including toxicities. The 
agency recommended that the company go 
back and analyze data in heavily pretreated 
patients and an evaluation of data from the 
single-arm, open-label Study 42 paved the 
way for accelerated approval in December 
2014 for the fourth-line BRCA-mutated in-
dication, following a major amendment to 

a filing. (Also see “Lynparza Approval Shows 
Benefit/Risk Contrast In Maintenance, Relapse 
Settings” - Pink Sheet, 5 Jan, 2015.)

Even prior to that, AstraZeneca had made 
major changes to its development plans of 
the drug. It initially was developing olaparib 
for a broad indication but after it became 
clear that the drug would not show an over-
all survival benefit in the total population, 
the company began focusing on those with 
germline BRCA mutations. (Also see “Astra-
Zeneca Back In The PARP Mix With Olaparib 
In Ovarian Cancer” - Pink Sheet, 15 Oct, 2013.)

Sovak explained that more is known about 
the PARP class and suggested that Study 19 
may now be viewed in a different light.

SOLO-2 STANDS ON ITS OWN
The study tested a new dosing regimen 
for olaparib (300 mg twice daily) as a 
maintenance treatment in germline BRCA-
mutated platinum-sensitive relapsed ovar-
ian cancer. The current approved dose is 
400 mg twice daily and the new regimen 
promises to reduce the pill burden from 16 
to four tablets daily.

The company reported a statistically sig-
nificant improvement in PFS compared to 
placebo: 19.1 months vs. 5.5 months, a 70% 
improvement, per investigator review. It 
also reported significant improvements on 

The company 
presented impressive 
data for Lynparza in 
the SOLO-2 study

against placebo as a 
maintenance treatment

in 295 relapsed 
patients with BRCA

mutations.
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a range of secondary endpoints, including 
a 50% reduction in time to second progres-
sion or death. Safety was in line with prior 
trial results.

Biomedtracker analyst David Dahan com-
mented that the results were impressive and 
hold up well in comparison to data for Tesa-
ro Inc.’s competing niraparib, which is under 
priority review with FDA for a maintenance 
indication with a June 30 user fee date. Tes-
aro’s niraparib is poised to become the third 
PARP inhibitor approved, after Lynparza and 
Clovis Oncology Inc.’s Rubraca (rucaparib), 
but it could become the first to get an indi-
cation regardless of mutation status and for 
maintenance therapy. (Also see “Tesaro Dou-
bles On Super NOVA Data, Lifts PARP Competi-
tors” - Scrip, 30 Jun, 2016.)

That might be a short-lived advantage, 
however, if AstraZeneca can leverage its 
latest data for a broader approval.

Activity in the market suggests inves-
tors think AstraZeneca’s gain is Tesaro’s 
loss. Tesaro stock was down by 10.59% on 
March 14 to $153.65.

Cross-trial comparisons suggest Lyn-
parza has similar efficacy as niraparib in 
gBRCA patients with a better safety pro-
file – for example, lower rates of Grade 3+ 
thrombocytopenia, neutropenia and ane-
mia, Dahan commented.

“Niraparib, however, has the advantage 
of having demonstrated efficacy in pa-
tients who had tumors with homologous 
recombination deficiency (HRD) as well as 
in non-gBRCA patients which may trans-
late to a wider label,” he noted.

Although AstraZeneca’s Study 19 in-
cluded platinum-sensitive ovarian cancer 
patients regardless of BRCA mutation status, 
the current data in the overall population 
doesn’t seem sufficient for approval in the 
wider patient subset, Datamonitor Health-
care analyst Zachary McLellan commented.

In a five-year follow-up for Study 19 pub-
lished last year, median survival in patients 
treated with Lynparza was longer compared 
to placebo – by 4.7 months in germline 
BRCA-mutation-positive patients and 2.0 
months in the overall trial population – but 
the overall survival results were not statisti-
cally significant, the analyst observed.

“Additionally, any survival increase in 
the overall trial population is likely driven 

by the gBRCAm+ cohort. AstraZeneca an-
nounced further analysis into the patients 
without BRCA mutations who were posi-
tive for other homologous recombination 
deficiencies is ongoing. That data would 
likely need to be significant and be in-
cluded in any regulatory submission for 
Lynparza’s approval beyond BRCAm+ pa-
tients,” McLellan said.

NIRAPARIB HITS SECONDARY 
GOALS
Tesaro’s filing for niaraparib covers use 
of the drug as a once-daily maintenance 
treatment of patients with recurrent 
platinum-sensitive, recurrent epithelial 
ovarian, fallopian tube, or primary peri-
toneal cancer who has a partial or com-
plete response to platinum-based che-
motherapy. No FDA advisory committee 
is needed for the review and Tesaro has 
advised it expects rapid approval and 
plans to launch in the first half.

The filing is supported by the Phase III 
ENGOT-OV16/NOVA study, in which the 
drug demonstrated a progression-free 
survival benefit. Positive secondary end-

point data were presented at the SGO 
meeting on March 13.

In the study, the chemotherapy-free 
interval was significantly improved for pa-
tients who were BRCA-mutation positive 
as well as those without germline BRCA 
mutations compared to the placebo con-
trol arm (the hazard ratios were 0.26 and 
0.50, respectively).

The time to first subsequent treatment 
was significantly improved for those with 
and without BRCA mutations. Tesaro also 
reported a 52% improvement in time to 
second progression for those with muta-
tions and a 31% improvement in those 
without mutations, plus a trend toward 
improved overall survival.

The company had reported in Decem-
ber 2016 that the drug met the primary 
endpoint of the trial, with significantly 
increased progression-free survival in pa-
tients with (73%) or without (55%) germ-
line BRCA mutations versus control.

Combined with previously released PFS 
data from the NOVA trial, the evidence re-
affirms that niraparib could become the 
leading PARP inhibitor in treating ovarian 
cancer, McLellan commented.

“The Tesaro update at SGO showed ni-
raparib treatment significantly improved the 
chemotherapy-free interval and time to first 
subsequent treatment over placebo in both 
germline BRCA-mutated patients and pa-
tients without these mutations. This bodes 
well for niraparib’s regulatory submissions 
as a maintenance regimen for recurrent plat-
inum-sensitive ovarian cancer patients re-
gardless of mutation status,” the analyst said.

Clovis’ Rubraca, which was approved in 
December 2016 for BRCA mutation (germ-
line and/or somatic) associated advanced 
ovarian cancer after treatment with two 
or more chemotherapies, is now in Phase 
III for use as a maintenance treatment in 
ovarian cancer and data are expected in 
the middle of this year. (Also see “Clovis 
Transitions To Commercial Stage On Rub-
raca Approval” - Scrip, 19 Dec, 2016.)

The study is enrolling patients with and 
without BRCA mutations, but the primary 
endpoint is progression-free survival in 
molecularly defined subgroups.  

Published online March 14, 2017
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Spring Coming? EU Group Holds China To Fair 
Play Promises In Procurement
BRIAN YANG  brian.yang@informa.com

Every March, thousands of officials gather in Beijing to hear the 
Chinese government’s policy priorities for the year ahead.

In his speech to delegates attending the so-called Liang-
hui (Two Sessions) this year, Premier Li Zheng touched on several 
health-related issues, pointing to the need to increase market ac-
cess to drugs and to offer wider insurance coverage as some of the 
priorities under the goal of a “Healthy China.”

In broader terms, the premier also outlined the need to adhere 
to principles of fair play and prohibit any unfair competition, and to 
open the health sector to more non-public market entrants.

The pronouncements have given foreign business some hope, 
and the European Chamber of Commerce in China (EUCCC) took 
the occasion of the meeting to propose separately that one of the 
government’s new policies should be less state intervention and 
the greater allowance of market forces.

“The Paper No.5 in January is worth reading, and the State Coun-
cil asks the specific ministry to look into it in terms of providing 
an even level field in the context of China Manufacturing 2025. So 
we don’t take Premier Li’s statement as facts, but as promises,” said 
EUCCC president Jorg Wuttke in a March 7 press briefing to release 
the chamber’s report, China Manufacturing 2025: Putting Industrial 
Policy Ahead of Market Forces.

EQUAL TREATMENT
Last month, policy Paper No. 5 from China’s Cabinet, the State 
Council – titled Actively Using Foreign Investment for Further Open-
ness – gained much attention as the government specifically called 
for equal treatment of foreign and domestic manufacturers.

“Deepening reforms and sticking to open, transparent, fair com-
petition. Per laws and regulations, products manufactured domes-
tically by foreign enterprises should be treated equally and fairly, 
facilitating both domestic and foreign enterprises to participate in 
government tenders,” noted the document.

Not only did the document require equal treatment, it also desig-
nated the Treasury Department to take charge of implementation.

“We echo all the [foreign] chambers of commerce [in China] to 
say it’s important to benchmark the promises and progress this Pa-
per No.5 as outlined to actual implementation, as it does provide 
something in writing,” Wuttke added.

ENCOURAGING SIGNS
Similar promises of openness and fair treatment were made in 
January, when Chinese President Xi Jinping told business execu-
tives during the annual World Economic Forum in Davos that “we 
must remain committed to developing global free trade and in-
vestment, [and] promote trade and investment liberalization and 
facilitation through opening-up and saying no to protectionism.”

He added that “China will vigorously foster an external environ-
ment of opening-up for common development.”

Premier Li pledged during a Dec.28 Executive Meeting to allow 
foreign enterprises based in China to participate in state science 
and technology projects, and that policies providing tax R&D re-
ductions would also apply to foreign companies.

Given that biopharmaceuticals and medical devices are listed as 
one of the 10 key sectors in the EUCCC’s China Manufacturing 2025 
Plan, and the chamber says that “In some regions of China, biophar-
ma products by FIE (foreign-invested enterprises) are put at a clear 
disadvantage in bids for public procurement tenders”, any change in 
such policies is likely to bolster the sector if the promises are realized.

TENDERING PRESSURES
So far, squeezed by price cuts during public tenders and “second-
round” (post-tender) price negotiations by purchasing hospitals, drug 
manufacturers are being hard hit and have little incentive to innovate.

In the case of Guangdong province, for instance, a minimum 5% 
price cut is enforced before official price negotiations even start. 
Some provinces also encourage off-patent branded generics manu-
factured by MNCs to compete head-to-head with cheaper domesti-
cally made generics, causing steep price cuts for foreign firms and 
prompting some to walk away from the process. (Also see “Sanofi 
Walks Away From Plavix Provincial Tender In China” - Scrip, 25 Jun, 2013.)

While such tenders appear to hurt multinationals more than Chi-
nese firms, they hinder innovation no matter what, the European 
chamber argued. “While China’s tendering policies, such that they 
are, do have a pronounced bias in favor of domestic manufactur-
ers, these same policies harm innovators from both domestic and 
foreign markets because the tendering process is unpredictable 
and gives too little, if any, weight to innovation,” the EUCCC report 
quotes expert Benjamin Shobert as saying.

The tender process is also presenting challenges to domestic 
innovative companies including Betta Pharmaceuticals Co. Ltd., 
which has publicly called for more reimbursement coverage, a 
timely update of China’s National Reimbursement Drug List, and 
new financial incentives for innovation. 
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QUALITY OVER PRICE
Recently, China has vowed to accelerated bioequivalence test-
ing for domestic generics and to encourage the interchangeabil-
ity of such high-quality products with more expensive off-patent 
original drugs, usually from multinationals. (Also see “China FDA 
Lays Out eCTDs, Bioequivalence, Patent Linkage As Priorities” - Pink 
Sheet, 8 Mar, 2017.)

However, quality and lifecycle costs should be seen as more 
important than initial prices, argued the EU trade group in its 
new paper.

The exclusion of high-priced products from public hospital 
purchasing is even more pronounced in the medical devices sec-
tor. The Ministry of Information and Industry and National Health 
and Family Planning Commission in 2015 signed an agreement to 
promote domestic devices, with product catalogues being estab-
lished to facilitate such purchases.

Despite many applications for the inclusion of products 
manufactured in China by the local plants of MNCs, of all the 
items selected for two such catalogues - one released in 2015 
and the other in 2016 covering a total of 248 products - none 
were from foreign firms.

That practice is in “misalignment” with the State Council’s new 
2017 paper calling for open, fair and transparent competition, 
the EUCCC stated in its report. “From the industry’s perspective, 
exclusion of products from European brands will not only limit 
choice in the market, but also result in domestic enterprises los-
ing their competitiveness and innovation capabilities,” it argued.

Lighter and less stringent regulations, but applied strictly and 
uniformly, will “help ensure that all the internationally-qualified 
R&D institutions participating in the Chinese innovation system 
can enjoy tax, and other benefits,” added the EUCCC.

RECOMMENDATIONS
In China, local authorities hold the key to the practical execution of 
the central government’s rules, and the EUCCC report noted that: 
“Implementation at local level is often a major barrier. Currently, 
obtaining it depends on local authorities’ interpretation of the re-
quirements, as well as their political and industrial strategies.”

As part of the remedies, the chamber put forth several policy 
recommendations including:

 • Implementation of Paper No.5’s commitments and adher-
ence to open, transparent and free competition;

 • Ending the price-heavy tender practice, refraining from us-
ing industry catalogues to discriminate against foreign prod-
ucts; and

 • Allowing hospitals to procure the equipment that is best 
aligned with their needs.

For European businesses, they should remain innovative and 
align long-term plans with China’s industrial upgrade plans, 
urged the group.  

From the editors of PharmAsia News. Published online March 14, 2017

Foreign Drugs Welcome  
As China Reforms Progress: 
CFDA Commissioner
BRIAN YANG  brian.yang@informa.com

In a bid to shed more light on the activities and positive chang-
es at the China FDA, the agency’s commissioner Bi Jingquan 
appears to be willing to speak at every possible opportunity 

during the week-long Lianghui (Two Sessions) annual plenary 
People’s Congress and Political Consultative Congress meetings 
that have been taking place in Beijing.

In a live broadcast on China’s state TV channel CCTV, Commis-
sioner Bi on March 5 focused on explaining why there is still a 
lag for new drug approvals in China, where it can routinely take 
years for a therapy to gain a green light for marketing.

Li pointed to several major causes. For one, China is requiring 
new foreign drugs to have completed Phase II clinical trials be-
fore they are allowed into China, which is delaying by potentially 
several years product introductions in the world’s second largest 
pharma market.

Secondly, a continuing lack of intellectual property safeguards 
has meant some innovative drug manufacturers have shunned 
product development in the country, he noted. “Due to the poor 
implementation of patent protection, foreign makers are con-
cerned about launching their products in China,” he told report-
ers at the Great Hall of the People.

The third reason is a lack of financial incentives. “Due to infre-
quent updates of the national drug reimbursement list [NDRL], 
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and timely [insurance] coverage of new products, makers worry 
about suffering a loss,” he conceded.

LOOKING FORWARD
Bi added that the drug approval lag is further complicated by a pro-
longed regulatory review process that is partially due to an ongo-
ing shortage of reviewers, noting that the agency still had only 
around 600 reviewers as of early 2017, compared to 5,000 at the 
US FDA.

To that end, Bi emphasized that an effort to streamline approval 
processes and improve patent protection is under way. “We have 
to get rid of inappropriate procedures and to improve efficiency,” 
he declared, pointing to a big reduction in the drug approvals 
backlog - from 22,000 to 8,000 - that had already been achieved.

A recent announcement from the Ministry of Human Resources 
and Social Security of a plan to update the NDRL is a further en-
couraging sign, he pointed out. “These [moves] will hopefully ac-
celerate foreign drugs to get an earlier launch in China,” he said.

But whatever changes are made, multinational drug firms 
would be expected to strike a balance between volume and pric-
es, he implied. “Finally, I want to stress that China has a popula-
tion of 1.3 billion, the market is huge. We must do a good job in 
drug review and approval, and we encourage MNC drug makers 
to actively consider coming to China, and launch their products,” 
he told reporters.

MAH ROLLOUT PLANS
Since last year and in another initiative to encourage new drug de-
velopment, the CFDA has been running a pilot marketing autho-
rization holder (MAH) scheme, which allows researchers, scientists 
and other non-manufacturing entities to apply for new drug ap-
provals without having to invest first in an in-house manufactur-
ing site. (Also see “ Authorization Holder Scheme To Shake Up China 
R&D, Drug Production “ - Pink Sheet, 8 Nov, 2015.)

The MAH pilot is currently implemented in 10 provinces - Bei-

jing, Shanghai, Tianjin, Guangdong, Jiangsu, Zhejiang, Anhui, 
Shandong, Fujian and Sichuan - all of which besides Sichuan are in 
the coastal Eastern region.

When asked about the wider rollout of the MAH pilot, Bi said the 
hope is to introduce the scheme nationwide, potentially stimulat-
ing further drug development activity.

MORE PRICE REDUCTIONS?
Meanwhile, the Commissioner of China’s National Health and 
Family Planning Commission, Li Bin, has told reporters that more 
high cost drugs are likely to see their prices come down via na-
tional negotiations.

In a March 11 town hall meeting on the sidelines of the Lian-
ghui conferences, Li answered a question about the possible 
range of price reductions and the impact on MNCs.

“We are selecting several products for this [coming] negotia-
tion, but the details such as how many, what they are, and their 
makers will the disclosed after it is finalized,” Li said. She also 
explained that the selection will be based on three core prin-
ciples: clinical needs, proven efficacy and current prices. (Also see 
“Sweeping China Policy Reforms Seen Bolstering Domestic Gener-
ics” - Pink Sheet, 1 Mar, 2017.)

“First, [the drug] must have large clinical needs, second is 
proven efficacy, and [then whether] it is higher-priced, bringing 
financial burden to patients,” the commissioner stated.

However, the national price negotiation is only one of the 
tools that will be used to reign in drug prices, Li stressed, point-
ing to a “general good result from the first round” of such price 
talks, which took place in 2016.

LIMITED IMPACT?
Observers have noted drawbacks to the method, citing a lack 
of participation from drug firms and a slow response from pro-
vincial payers.

Out of five manufacturers invited to participate in the first 
round of negotiations, only three attended: GlaxoSmithKline 
PLC for its hepatitis B drug Viread 
(tenofovir), and AstraZeneca PLC 
and Betta Pharmaceuticals Co. 
Ltd. for the lung cancer treat-
ments Iressa (gefitinib) and Con-
mana (icotinib) respectively. Cel-
gene Corp. and Roche decided to 
drop out. 

The results saw prices drop 50-
60% in return for the prospect of 
larger volumes, but months after 
the completion of the negotiations, 
few provinces have actually offered 
coverage for the drugs despite the 
steep price reductions.  

From the editors of PharmAsia News. 
Published online March 14, 2017
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Technology Gap Separates OTC Drug Firms From 
Self-Care Sales Growth
EILEEN FRANCIS  eileen.francis@informa.com

The OTC drug industry has yet to 
capitalize on using mobile and oth-
er digital technologies to drive sales 

growth as consumer practice of self-care 
continues growing, suggest a marketing 
executive and pharmaceutical trade group 
official tracking the trend.

Additionally, drug firms have slowed on 
another resource they have for connecting 
to consumers’ self-care interests – recom-
mendations for OTC brands by health care 
professionals including pharmacists.

Procter & Gamble Co. and Johnson & 
Johnson are among the firms that have pi-
oneered using mobile digital apps or part-
nering with health care providers to help 
consumers select OTC products or chose 
health care services, but overall too few 
companies are pursuing the strategy, said 
American Pharmacists Association spokes-
woman Stefanie Ferreri.

“Self-care is one of the areas that is still 
untapped. That is an area we could have 
more applications, that could have more 
kiosks or things in store to help patients 
be able to make those decisions,” Ferreri, a 
professor at the University of North Caro-
lina Eshelman School of Pharmacy, said 
during an interview.

“Once the patient sort of walks through 
those decision-making tools, whether with 
apps on their phone or kiosks in the store, 
then having a pharmacist there to make 
sure that the recommendation, that they 
are using that correctly is important.”

GUIDE CONSUMERS IN  
STORE AISLES
APhA’s call for wider use of digital technol-
ogy in OTC marketing is echoed by Lynn 
O’Connor Vos, CEO of health care market-
ing consultancy Grey Healthcare Group. 
“We are feeling as an agency, very bullish 
about the need for pharma and OTC play-
ers to get even more immersed in address-
ing the opportunities in the pharmacy, 
which would include what we call, turning 

every aisle into an educational opportu-
nity,” she said.

“Why should a consumer wander down 
the cough and cold aisle and wonder 
what they should buy? They should have 
navigation here and find what they need 
there and then talk to the pharmacist and 
then upsell to an Rx if they are in fact sick 
enough to need it.”

Some technology in this area will come 
in mobile devices using geo-tracking. For 
example, consumers who opt in to receive 
messages on their mobile phones from 
marketers could be alerted to discounts 
on certain brands in stores; or marketers 
also could employ on-shelf digital-format 
screens to provide details on a product.

Some OTC firms have made inroads into 
mobile apps to connect consumers with 
their products or with pharmacists and 
health care professionals.

J&J hosts a website for health care profes-
sionals, Zyrtecprofessional.com, to promote 
its Zyrtec Allergy app, which can provide 
“weather and pollen forecasts on the go” 
and can be shared with patients during doc-
tor’s visits to help them track their allergies. 
The website also offers health care profes-
sionals educational videos they can embed 
in their websites to share with patients.

P&G and Colgate-Palmolive Co. have in-
vested in continuing education programs 
with dentists as well as pharmacists. In 
2014, P&G launched the Oral B SmartSeries 
7000 toothbrush with Bluetooth connec-
tivity that allows for real-time data sharing 
between consumers and their dentists. 
It remains available at US retailers for be-
tween $200 and $300. (Also see “P&G Tech 
Toothbrush May Foretell OTC Switch Future” 
- Pink Sheet, 6 Mar, 2014.)

O’Connor Vos said her New York agency 

C O N S U M E R  P R O D U C T S

“ Why should a consumer wander down the cough 
and cold aisle and wonder what they should buy? 
They should have navigation here and find what 
they need there and then talk to the pharmacist...”
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is working on two pilot programs – one in 
the dermatologist category – that educate 
consumers in-store and help guide them 
to the appropriate OTC or Rx product.

In 2015, she said the pharmaceutical 
sector had taken more steps to provide 
self-guided technological capability to 
facilitate drug purchases, such as mobile 
scan to automatically refill a prescription, 
and that the technology could be used 
for OTCs. (Also see “Can You Reach Us 
Now? Mobile Connections A Must For OTC 
Sales Growth In Digital World” - Pink Sheet, 
7 Sep, 2015.)

FDA has encouraged drug firms to 
propose novel Rx-to-OTC switches “un-

der conditions of safe use” that could 
include incorporating digital communi-
cation apps that would guide consum-
ers in self-selection of a nonprescription 
drug. The agency’s Non-Prescription 
Safe Use Regulatory Expansion Initiative 
launched in 2012 targets facilitating ad-
ditional OTC switches indicated for treat 
chronic conditions such as high cho-
lesterol, diabetes, arthritis and asthma. 
(Also see “FDA Aims To “NSURE” Clarity 
About New Paradigm For OTC Switches” - 
Pink Sheet, 5 Nov, 2012.)

CONNECT THE DOTS
O’Connor Vos said campaigns that in-
volve connecting brands with health care 
professionals and promoting recommen-
dations they provide to consumers were 
more in demand by OTC firms several 
years ago, and could work today.

“We are seeing, whether we are bring-
ing it to the client, or whether the client is 
bringing it to us, recognition that customer 
service is still important and that health 
care is local and professional recommen-
dations trump everything,” she said.

A survey that health care media firm 
AccentHealth commissioned in 2014 
found OTC drug samples distributed in 
doctor’s offices influence consumer pur-
chasing decisions. The survey found 72% 
of consumers report they trust products 
their physicians give as samples, but only 
49% of 150 physicians surveyed indicat-
ed they have OTC samples in their offices.

Ferreri also emphasized OTC brands 
strengthening relationships with pharma-
cists so they recommend those products 
at the counter. APhA in February released 
the results of a survey identifying the OTC 
products in each treatment category that 
pharmacists say they recommend to pa-

tients most often.
OTC marketer’s relationships with 

pharmacists, she added, can promote 
proper use of OTCs. She pointed out 
that while OTC drug labels advise about 
consulting with a doctor for certain con-
ditions, that message is largely ignored. 
“Only about 20% of people read the label 
the first time they look at the product. So 
even if on the label, people aren’t read-
ing it,” she said.

“What worries me as I look at the tech-
nology to help empower me to make 
health care decision, but when it’s done in 
a silo without the health care profession-
al, even though its OTC, there are safety 
concerns. Especially if older adults, or 
pregnant patients or those taking medi-
cations,” Ferreri said.

Ferreri said many patients don’t realize that 
pharmacists “are really the only health care 
professional to receive training about non-
prescription drugs, so they are the primary 
resource of where to look when you have 
questions about non-prescription drugs.”

Pharmacists also may be receptive to 
working with companies in promoting 

front-end pharma products. A 2014 Ham-
acher Resource Group survey found that 
with Rx sales margins shrinking, indepen-
dent pharmacies looked to increase sales 
of health care products in the front of 
stores, where OTC drugs, dietary supple-
ments and personal care products ac-
count for around 50% of sales. (Also see 
“Climb In Consumer Self-Care, Slide In Rx 
Margin Boost Front-Of-Store Pharmacy 
Sales” - Pink Sheet, 18 Feb, 2015.)

In a March 10 statement, the Consumer 
Healthcare Products Association noted 
both OTC drugs’ safety history and phar-
macists’ role in health care.

OTC medicines “are specifically de-
signed and labeled for safe and easy self-
care,” which is “why consumer health care 
products are available outside of clinical 
settings nationwide at pharmacies and 
many non-pharmacy locations as well,” 
the trade group said.

“Pharmacists are among the most trust-
ed health care professionals in the US and 
they play a vital role in public health,” the 
association says.

CHPA funds a pre-doctoral fellow in the 
pharmaceutical sciences for the American 
Foundation for Pharmaceutical Education 
awarded to recipients whose research 
interests will benefit the science behind 
OTC medicines.

The group also has worked in numer-
ous partnerships, including with pharma-
cists, to encourage proper use of OTCs. It 
is part of the Acetaminophen Awareness 
Coalition, which conducts the “Know Your 
Dose” public service campaign to encour-
age proper usage of OTCs with educational 
material on the counters of Walmart stores. 
(Also see “‘Double Check’ Acetaminophen 
Message Reaches Walmart Pharmacies” - 
Pink Sheet, 16 Nov, 2015.)  

From the editors of the Tan Sheet.  
Published online March 16, 2017

C O N S U M E R  P R O D U C T S

CLICK TO FIND RELATED 
CHART ONLINE
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OTC marketer’s relationships with pharmacists, 
O’Connor Vos added, can promote proper use  
of OTCs. While OTC labels advise about consulting  
with a doctor for certain conditions, that
message is largely ignored.
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Who Speaks For The White House On Drug Prices? 
Industry Better Hope It Is Not Donald Trump
MICHAEL MCCAUGHAN  pinkeditor@informa.com

The Trump Administration’s plan for 
dealing with high prescription drug 
prices is becoming very clear – as 

long as you don’t ask Donald Trump about it.
Over the past two weeks there has been 

consistent communication across the Ad-
ministration about what it intends to do 
regarding prescription drug pricing in the 
near term: focus on FDA-related regulatory 
reforms to encourage generic competition 
for off-patent products where huge price in-
creases have dominated the headlines.

Consider the official White House “read-
out” of the President’s March 8 meeting with 
Democratic Reps. Elijah Cummings (Md.) 
and Peter Welch (Vt.) to discuss drug pricing: 
“President Trump expressed his desire to work 
with Congressman Cummings in a bipartisan 
fashion to ensure prescription drug prices are 
more affordable for all Americans, especially 
those who need lifesaving prescription medi-
cations. Reforming the Food and Drug Admin-
istration and reducing the regulatory burdens 
on drug manufacturers so as to enhance com-
petition will help accomplish those goals.”(Also 
see “The Drug Pricing Summit Pharma Wasn’t 
Invited To” - Pink Sheet, 9 Mar, 2017.)

Or the statements by Administration of-
ficials over the weekend on news shows, 
repeating the message that FDA reforms – 
not Medicare price negotiation – would be 
the key component to fulfill the President’s 
pledge to deal with drug pricing in the next 
“phases” of the Affordable Care Act repeal-

and-replace process.
Or how the Republican leadership dealt 

with the pricing debate during the mark-up 
of their repeal-and-replace legislation last 
week. (Also see “’Repeal And Replace’ Going 
Relatively Well For Pharma So Far” - Pink Sheet, 
12 Mar, 2017.)

The issue was raised by Welch near the 
end of the 27-hour Energy & Commerce 
Committee review of the bill, the morning 
after he met with Trump. Welch, employ-
ing the pattern of other failed Democratic 
amendments, introduced a bill to delay the 
ACA repeal measure until it is certified to in-
clude measures that would drive down pric-
es as promised by Trump. Reps. Michael Bur-
gess (R-Tex.) and Gus Bilirakis (R-Fla.) spoke 
against the amendment, promising to ad-
dress the issue in the context of the upcom-
ing user fee reauthorization process – via 
reforms to encourage generic competition.

And that reflects the reality of the legis-
lative process. In the context of the recent 
headlines about drug pricing, the only area 
that has received that substantial prepara-
tion work are ideas intended to address the 
egregious outlier price increases – Turing, 
Valeant, etc. And it is noteworthy that the 
third member of the team that met with 
Trump is a hospital executive who testified 
about the impact of those price increases on 
her health system.

So, the White House really couldn’t be 
any clearer about how things are sup-

posed to play out.
If only they can get the President on 

board.
Trump’s own remarks, especially in un-

scripted settings, point to a very different 
set of priorities – some form of price ne-
gotiation to drive down the “astronomical” 
prices. And, at least according to Cum-
mings and Welch, he repeated his support 
for that approach during their meeting, 
telling the HHS Secretary (Tom Price) to 
“get it done,” and then following up with 
Cummings in not one but two phone calls. 
While the White House has not confirmed 
that account – it hasn’t disputed it either. 
(Also see “President Trump And Drug Pricing: 
Rhetorical Improvement But Uncertainty Re-
mains” - Pink Sheet, 1 Mar, 2017.)

What to make of the disconnect be-
tween what the “White House” says about 
drug pricing – and what President Donald 
Trump says?

First and foremost, Trump’s enthusiasm 
for more draconian measures cannot sim-
ply be ignored. Trump’s campaign was 
built on blunt, populist messages – and the 
unfortunately reality for innovator compa-
nies is that there are very few people who 
won’t applaud when the President talks 
tough on drug costs.

In that context, Trump’s continued sup-
port for drug pricing measures amounts to 
keeping his options open. If in fact the leg-
islative process moves on to a bipartisan bill 
to “Replace” or just improve the Affordable 
Care Act, drug pricing measures seem like 
an obvious way to draw Democratic votes.

Still, it matters that the “Administration” is 
framing the issue narrowly. Presidents can’t 
do a whole lot on their own. And even when 
a President supports price negotiation and 
has the wholehearted support of staff 
across the Administration, it isn’t easy to 
make it happen. Just ask Barack Obama.  

From the editors of the RPM Report.  
Published online March 14, 2017
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‘Repeal And Replace’ Going Relatively Well  
For Pharma So Far
CATHY KELLY  catherine.kelly@informa.com

Direct controls on manufacturer pric-
ing for prescription drugs are not 
part of the official White House 

“three-pronged approach” for repealing 
and replacing the Affordable Care Act (ACA).

The only remedy to high drug costs in-
cluded in a one-page summary posted 
to the White House website March 10 is 
legislation promoting faster approvals for 
generic drugs. “Streamline processes at 
the FDA, removing the red tape that slows 
down approvals of generic competitors to 
high-price drugs in order to lower the cost 
of medicine,” the summary says.

The FDA proposal is part of a third step 
in the process for repealing the ACA. The 
first step includes the two bills that were 
passed by the House Energy & Commerce 
and Ways and Means committees March 
9. The legislation will go next week to the 
House Budget Committee to be combined 
and sent to the House floor for a vote as 
part of the budget reconciliation process.

The House bills would limit the federal 
government’s financial contribution to 
Medicaid for the first time. They would also 
replace the ACA’s federal subsidies for pur-
chasing health insurance with tax credits 
and repeal several taxes established by the 
law to fund its coverage expansion provi-
sions. Since they are expected to reduce the 
number of people with insurance coverage 
and the strength of remaining insurance for 
others, the bills could reduce the revenue 
for pharmaceutical companies since they 
will limit the market – be it from individuals 
or government – for their products.

On the plus side, the annual market 
share-based fee on branded pharmaceu-
ticals is among the taxes repealed by the 
legislation, which would be welcomed by 
the biopharma industry.

Both bills have drawn criticism from 
both Democrats and conservative Repub-
lican factions in Congress and have moved 
without an official Congressional Budget 
Office score, leaving some questions about 

their future. (Also see “GOP Action To Push 
Through ACA-Replace Bill Threatens Device 
Tax Repeal” - Medtech Insight, 9 Mar, 2017.)

There is no mention in the three-step 
plan of HHS price negotiation for drugs 
in Medicare or other kinds of competitive 
bidding programs that President Trump 
has alluded to in the past. He entertained 
those ideas most recently in a White House 
meeting with price control advocates 
Reps. Elijah Cummings, D-Md. and Pete 
Welch, D-Vt., causing confusion and con-
sternation among biopharma industry 
stakeholders. (Also see “The Drug Pricing 
Summit Pharma Wasn’t Invited To” - Pink 
Sheet, 9 Mar, 2017.)

The president is interested in keeping 
pressure on the industry but it’s hard to 
know whether he is serious about pursuing 

policies like Part D price negotiation. One 
thing seems clear: the Administration wants 
to do something to lower drug pricing as 
part of the ACA repeal and replace effort.

HHS Secretary Tom Price mentioned 
that goal during an appearance at a White 
House press briefing March 7, the day the 
House legislation was unveiled. “In phase 
two or three [of the ACA recast], which may 
be concurrent with phase one, we look 
forward to bringing solutions to solve the 
remarkable challenges that patients have 
across this land with the increasing price of 
drugs,” Price said. (Also see “Drug Pricing ‘So-
lutions’ Coming In Future Phase Of US Health-
care Reform, Sec. Price Says” - Pink Sheet, 7 
Mar, 2017.)

But the Administration isn’t officially 
throwing its support behind the kinds of 
controversial proposals that would certain-
ly appeal to Democrats in Congress but are 
likely to be opposed by Republicans.

Faster generic approvals would be the 
kind of remedy that interests House En-
ergy and Commerce Committee Chairman 
Greg Walden, R-Ore., as opposed to direct 
government controls on pricing, according 
to a spokesperson for the committee.

The spokesperson pointed specifically 
to the bill (H.R. 749) that would create a 
six-month priority review pathway for AN-
DAs for certain drugs as a likely candidate. 
The priority review period would be avail-
able to applications for generics on FDA’s 
drug shortage list and for those that have 
not been recently introduced to the mar-
ket by more than one manufacturer and 
for which tentative approval has not been 
granted to more than two applications.

But the generic industry is not entirely 
onboard, feeling there are more significant 
regulatory and market barriers that should 
be addressed. (Also see “Bill To Speed ANDA 
Approvals Gets Cool Reception From Indus-
try, US FDA” - Pink Sheet, 2 Mar, 2017.)

Co-sponsored by Reps. Kurt Schrader, 
D-Ore. and Gus Bilirakis, R-Fla., the bill 

C A P I T O L  H I L L
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also establishes new data requirements 
for FDA’s tropical disease priority review 
voucher program, which has prompted 
concerns in the brand industry as well. 
(Also see “Shaping A Shkreli Bill: Voucher 
Abuse Solution May Stumble On FDA Ef-
fects” - Pink Sheet, 6 Mar, 2017.)

WALDEN HIGHLIGHTS PRICE 
INCREASES FOR EVZIO
Chairman Walden said the committee will 
address high drug costs as part of its on-
going work on health care reform during a 
March 10 press conference.

The effort “will go after [health care] 
cost drivers as well, what’s driving the 
cost. We will do that because patients 
want to know why things are costing so 
much,” he said. As an example, he pointed 
to the price of “a new injector for nalox-
one that has gone up nine-fold in the last 
few months, it’s another EpiPen-like deal. 
We’re going to get into it. If it costs $5,600 
to save a patient’s life who’s dying from 
opioid abuse, something’s gone wrong.”

The overdose treatment Evzio, market-
ed bykaleo Inc., is the only auto-injector 
naloxone currently approved by FDA. The 
product has has been criticized for steep 
price increases since it was launched in 
2014, and potential competitors face 
regulatory complications because FDA 
is currently weighing revisions to its ap-
proach to approving naloxone products. 
(Also see “FDA’s Naloxone Product Approval 
Standards May See Changes” - Pink Sheet, 4 
Oct, 2016.)  

Published online March 10, 2017

It’s Complicated:  
Health Care Act Simplifies Buying 
OTCs With Pre-Tax Accounts
MALCOLM SPICER  malcolm.spicer@informa.com

Legislation to replace the Affordable 
Care Act would deliver on the OTC 
drug industry’s request to restore 

provisions allowing direct purchases 
of OTCs with pre-tax savings accounts, 
though it’s not the industry’s preferred 
path for making the change.

The Consumer Healthcare Products As-
sociation offered a tempered statement 
of support for House legislation backed 
by the Republican leadership and Presi-
dent Trump to repeal and replace the ACA 
because it would eliminate the act’s re-
quirement that consumers have prescrip-
tions for OTC drugs before purchasing 
them with flexible spending, health sav-
ings and similar pre-tax accounts.

In party-line votes on March 9, the 
House Ways & Means and Energy & Com-
merce committees approved the legisla-
tion – currently circulated as a committee 
print without a bill number and called the 
“American Health Care Act” – and sent it to 
the Budget Committee, which expects to 
discuss it the week of March 13. 

Speaker Paul Ryan, R-WI, has said 
he intends to have a House vote on 
the legislation later in the month and 
Trump is meeting with members of 
Congress and representatives from the 
health care, insurance and other indus-
tries and consumer groups to promote 
support for the bill.

The health reform revamp is ex-
pected to take multiple phases. (Also 
see “Drug Pricing ‘Solutions’ Coming In 
Future Phase Of US Healthcare Reform, 
Sec. Price Says” - Pink Sheet, 7 Mar, 2017.) 
But the OTC provision is included in the 
measure now making its way through 
the committees.

CHPA has lobbied to cut the script re-
quirement specifically since Congress in 
2010 passed the health reform program.

Bills to delete the provision have been 
introduced every session since 2010 and 
have garnered House support but have 
not been successful in the Senate. CHPA 
has heralded each bill’s introduction, in-
cluding this year, but also has noted that 
a repeal of the entire act also would re-
store direct OTC purchases with pre-tax 
accounts. (Also see “OTC Drug Industry 
Could Stand To Gain With ‘Pragmatist’ In 
White House” - Pink Sheet, 11 Nov, 2016.)

CHPA refrains from mentioning that 
the legislators’ plan is replace rather 
than just overturn the ACA in stating its 
support for the House to move the “rec-
onciliation legislation.”

“At a time when more and more Amer-
icans are exercising these vital HSA and 
FSA benefits, this is a common-sense fix 
for many families who rely on non-pre-
scription OTC medicines to treat com-
mon ailments,” said President and CEO 

Chairman Walden said 
the review “will go 
after [health care] cost 
drivers as well ... We 
will do that because 
patients want to know 
why things are costing 
so much.”
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Scott Melville in CHPA’s March 7 statement.

ALLIES SOUR ON HEALTH CARE ACT
However, some of the trade group’s allies in cut-
ting the Rx provision make clear their opposition 
to the current legislation’s overall approach.

The American Medical Association and 
America’s Health Insurance Plans are mem-
bers, along with CHPA, of the Health Choices 
Coalition, which has urged members of Con-
gress to restore allowing OTC purchases us-
ing FSAs/HSAs without prescriptions. (Also 
see “Direct OTC Purchases With Pre-Tax Ac-
counts Swing On ACA Change, Not Repeal” - 
Pink Sheet, 27 Feb, 2017.)

Following circulation of the House bill, 
though, AMA and the insurance industry 
group submitted letters to members of Con-
gress stating their opposition to it.

AMA asked lawmakers to reconsider dras-
tic changes to Medicaid and AHIP said it is 
concerned about the affordability of the tax 
structure and major changes in Medicaid fi-
nancing under the legislation, despite provi-
sions intended to help stabilize the market 
for insurance for consumers.

In a March 8 statement, AMA President An-
drew Gurman said the Republican bill does 
not align with health reform objectives the 
association adopted in January to protect 
patients.

“While the ACA is imperfect, the current 
version of the AHCA is not legislation we can 
support,” Gurman said, adding, “The replace-
ment bill, as written, would reverse the cov-
erage gains achieved under the ACA, causing 
many Americans to lose the health care cov-
erage they have come to depend upon.”

In addition to the American Health Care 
Act, other Republican-sponsored legislation 
has been filed to replace the ACA, or to re-
peal it without replacing it. One of those is 
the Health Savings Act of 2017, S.403 and 
H.R. 1175, which would make dietary supple-
ments eligible for the first time as deduct-
ible medical expenses under FSA, HSA and 
similar accounts among a broad swath of 
changes it proposes to replace the ACA. (Also 
see “ACA Repeal Wave Could Add Supplements 
To Pre-Tax Savings Purchases” - Rose Sheet, 23 
Feb, 2017.)  

From the editors of The Tan Sheet. Published 
online March 10, 2017

Germany Heads For Ratification  
Of Unified Patent Court; Spanish 
MPs Push For Membership
IAN SCHOFIELD ian.schofield@informa.com

In another step in the process towards 
implementing the EU’s new unitary 
patent system, the lower house of 

Germany’s parliament (Bundestag) has 
passed legislation allowing the country 
to ratify the Unified Patent Court Agree-
ment (UPCA).

Two bills have been passed by the 
Bundestag, one of which will authorize 
ratification of the UPCA, while the other 
will amend German patent law accord-
ingly, says law firm Bristows, 

The bills will now be sent to the upper 
house, the Bundesrat (Federal Council), for 
approval. Once that is received, according 
to Bristows, they will need to be counter-
signed by the Federal government, certi-
fied by the country’s President, and pub-
lished in the federal gazette.

For the new court to go ahead, the 
UPCA must be ratified by at least 13 
countries, including France, Germany 
and the UK. France has already done 
so, and German and UK ratifications are 

expected by April, opening the way to 
both the UPC and the unitary patent 
coming into effect by the end of the 
year.  (Also see “Firms Need To Think Fast 
As Europe’s New Patent Court Eyes De-
cember Start” - Pink Sheet, 23 Jan, 2017.)

Although the Brexit vote has cast 
some doubt over the UK’s future par-
ticipation in the UPC and the associated 
system of unitary patents with pan-EU 
validity, the government has said it still 
intends to press on with ratification of 
the UPCA, and then see what happens. 
London has been chosen to host the 
pharmaceuticals and chemicals section 
of the court’s central division.

WILL SPAIN RECONSIDER?
Meanwhile, efforts are under way to get 
Spain to join the new patent system. The 
country has refused to play along for a 
number of reasons, not least the fact 
that Spanish is not recognized as an of-
ficial language for the purposes of the 
patent system.

But last week, the Spanish parliament 
voted in support of a non-legislative 
proposal filed by the Socialist Party 
(PSOE) in an effort to persuade the gov-
ernment to change tack and take the 
necessary steps to allow Spain to join 
the new patent system. 

In an explanatory note, the party said 
that that maintaining Spain’s opposition 
to the unitary patent system “solely be-
cause of the language regime would se-

For the new  
court to go ahead, 

the UPCA must 
be ratified by at 

least 13 countries, 
including France, 

Germany and  
the UK.
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FDA To Lift Ban On Ranbaxy Plant;  
Good News For Sun Compliance Push?
ANJU GHANGURDE  anju.ghangurde@informa.com

India’s top-ranked drugs firm, Sun Pharmaceutical Industries 
Ltd., said that the US FDA will lift a long-running import alert 
on its site in Mohali in the northern state of Punjab in India; the 

agency will also remove the facility from the Official Action Indi-
cated (OAI) status.

“This proposed action will clear the path for Sun Pharma to sup-
ply approved products from the Mohali facility to the US market, 
subject to normal FDA regulatory requirements,” a March 14 state-
ment from Sun said.

The Mohali site was inherited by Sun as part of the acquisition of 
Ranbaxy Laboratories Ltd. from Daiichi Sankyo Co. Ltd. in 2014, 
and has been under regulatory glare since 2013 when the FDA is-
sued an import alert against the facility.

The US agency’s inspections in September and December 2012 
at Mohali had revealed significant cGMP deviations, including fail-
ure to adequately investigate manufacturing problems and failure 
to establish adequate procedures to ensure manufacturing quality.

Mohali was Ranbaxy’s third Indian site to be pulled up in addi-
tion to its Paonta Sahib and Dewas plants. The FDA, at the time of 
the 2013 import alert, also ordered that the Mohali site be subject 
to certain terms of the consent decree of permanent injunction 
entered against Ranbaxy in January 2012. (Also see “Problems not 
over for Ranbaxy as FDA issues new import alert” - Scrip, 16 Sep, 
2013.) In 2014, the FDA prohibited Ranbaxy from manufacturing 
and distributing active pharmaceutical ingredients from its plant 

in Toansa and added the site to the consent decree.
Ranbaxy had earlier pleaded guilty and agreed to pay $500m in 

the US to settle felony charges of manufacturing and distributing 
adulterated drugs made at the Paonta Sahib and Dewas facilities; 
the two facilities have been under FDA import alert since 2008. 
(Also see “Ranbaxy whistleblower pockets $50M+ in $500M settle-
ment “ - Scrip, 14 May, 2013.)

riously damage the competitiveness of our 
companies and our process of innovation” 
once the new system entered into force. 

Remaining outside the UPC system 
would mean high costs for Spanish com-
panies as they would have to continue 
to validate their patents in each country 
where they wanted to enforce their patent 
rights, it observed.

Patricia Blanquer, a PSOE MP and author 
of the motion, said that the vote was “a 
first and very important step” towards get-
ting Spain into the unitary patent system 
and that the Partido Popular would need 
to explain why it wanted the country to 
stay outside the unitary patent system.

“It does not make sense that Prime Min-
ister Mariano Rajoy and his Minister of 

Economy talk about deepening the Euro-
pean project and at the moment of truth, 
his party, the PP, votes against one of the 
most important EU projects in the field of 
innovation,” Blanquer told the Kluwer pat-
ent blog.

While the motion has no legislative or 
binding effect, it is expected to have some 
influence as it was supported by all par-
ties apart from the Partido Popular, which 
has led a minority government since 2016. 
Law firm Bird & Bird commented that such 
a grassroots consensus was uncommon in 
Spain, and showed that the government 
and the PP were “in a weak position” given 
that the PP has only 135 of the 350 seats 
in Congress.

The motion has also “caused a lot of 

expectation” among the legal profession, 
lawyers and judges, patent agents and 
in other government bodies such as the 
Spanish Patent Office, Bird & Bird com-
mented. “For the first time in years there 
is a real opportunity that Spain will par-
ticipate in the UPC and contribute with 
the other member states to a better patent 
system in the European Union,” it said.

The motion also suggests that Spain 
should take advantage of Brexit to ask for 
the London seat of the UPC’s central division 
to be located in Spain. However, with the UK 
now intending to proceed to ratification, the 
seat may not even be up for grabs.  

From the editors of Scrip Regulatory Affairs.
Published online March 14, 2017
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PAT E N T S

M A N U FA C T U R I N G  Q U A L I T Y

Sh
ut

ter
sto

ck
: U

LV

pink.pharmamedtechbi.com
mailto:anju.ghangurde@informa.com
http://Affairs.Published
http://Affairs.Published


26   |   Pink Sheet   |   March 20, 2017 © Informa UK Ltd 2017

Sun’s new statement said that certain conditions of the consent 
decree will continue to be applicable to the Mohali facility, but 
gave no further specifics.

MOHALI BACK TO LIFE
News of the lifting of the import alert buoyed Sun’s stock on Indi-
an bourses, with some analysts suggesting that the firm’s efforts 
to reboot quality standards were showing results, improving the 
prospects for some of its other units moving towards regulatory 
compliance.

Sun’s shares, which spurted by almost 7% during trade following 
the news on March 14, ended the day at INR708.25 (+3.6%) on the 
Bombay Stock Exchange.

Nimish Mehta, founder of Research Delta Advisors, said that the 
lifting of the import alert at Mohali is significant in the firm’s overall 
compliance efforts, given that Ranbaxy’s sites were, at one point of 
time, considered to be facing “irrevocable” charges.

“To bring back one of those sites to life is significant and perhaps 
augurs well for the firm’s other sites facing compliance challenges 
as well,” Mehta told Pink Sheet.

He believed Sun will have planned “quite a few” product filings 
from the Mohali unit, given that the site had been identified as the 
one where Sun was focused on expediting a resolution.

HOPE FOR HALOL?
Others like Manish Jain, a founder partner of SageOne Investment 
Advisors, said that the lifting of the ban on Mohali in a short span 
since Sun’s takeover of Ranbaxy “speaks volumes” of the overall 
compliance efforts underway at the firm.

“Sun’s Halol unit could also be headed back on track in a three 
to 12-month time frame provided there are no new surprises,” Jain 
told Pink Sheet.

Sun’s Halol plant in Gujarat has been under a regulatory cloud 

since September 2014. It failed to make the cut at a FDA re-inspec-
tion from Nov. 17, 2016 through Dec. 1, 2016, ending up with nine 
inspectional observations in the Form 483.

At the time, Sun said none of the observations were “characterized 
by the FDA as repeat ones”. A Form 483 is a notice of the FDA’s in-
spectional observations that lists deficiencies in the quality system.

At a post results investor call last month, Sun’s founder and man-
aging director Dilip Shanghvi said that the firm had responded to 
the 483 for Halol.

“We continue to update FDA with the progress on the remedia-
tion effort. Hopefully, we should be able to address this over the 
next few quarters,” Shanghvi said at the Feb. 14 call to discuss the 
third quarter results. (Also see “Analysts Cut Sun Forecasts After New 
Halol Site Faults” - Scrip, 15 Dec, 2016.)

COMPLIANCE PUSH
Shanghvi had, at a recent quality forum in Mumbai, also noted 
that with Sun becoming almost “twice its size overnight” with the 
integration of Ranbaxy, it required “a very different organization” 
to handle the significantly higher level of complexity of managing 
around 40 manufacturing plants.

“We redesigned our organization, started using technology to 
ensure that we review and manage all our plants with more or less 
consistent processes and standards. The emphasis and focus [is] 
on having a common organizational policy on quality rather than 
a country- or geography-specific quality policy,” he said at the fo-
rum Feb.24 that saw the participation of officials from international 
regulatory agencies, among others.

Sun’s March 14 statement also underscored the company’s 
commitment to work closely with the FDA and to “strive for 100% 
cGMP compliance” at its manufacturing facilities.  

From the editors of PharmAsia News. Published online March 15, 2017
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Recent And Upcoming FDA Advisory Committee Meetings
TOPIC ADVISORY COMMITTEE DATE

Genentech’s rituximab/hyaluronidase injection for treatment of patients with: relapsed or refrac-
tory follicular lymphoma as a single agent; previously untreated follicular lymphoma in combina-
tion with first-line chemotherapy and, in patients achieving a complete or partial response to ritux-
imab/hyaluronidase in combination with chemotherapy, as single-agent maintenance therapy; 
non-progressing (including stable disease) follicular lymphoma as a single agent after first-line 
cyclophosphamide, vincristine and prednisone chemotherapy; previously untreated diffuse large 
B-cell lymphoma in combination with cyclophosphamide, doxorubicin, vincristine, prednisolone 
or other anthracycline-based chemotherapy regimens; and in combination with fludarabine and 
cyclophosphamide for previously untreated and previously treated chronic lymphocytic leukemia

Oncologic Drugs March 29

Array BioPharma’s binimetinib for treatment of patients with unresectable or metastatic mela-
noma, with NRAS Q61 mutation as detected by an FDA-approved test, who have received prior 
treatment with checkpoint inhibitor therapy

Oncologic Drugs March 29

Safety issues associated with over-the-counter analgesic combination products used for upset 
stomach (i.e., heartburn, nausea, fullness, belching, gas, acid indigestion, and/or sour stomach) 
and hangover indications under the Internal Analgesic and Antacid monographs; discussion of the 
hangover indication under the Overindulgence, Internal Analgesic and Stimulant monographs

Nonprescription Drugs; 
Drug Safety and Risk  
Management

April 4

Inspirion Delivery Sciences’ oxycodone immediate-release for management of moderate-to-
severe pain where the use of an opioid analgesic is appropriate; committees will discuss the 
overall risk-benefit profile and whether applicant has demonstrated abuse-deterrent properties 
that would support labeling

Anesthetic and Analgesic 
Drug Products; Drug Safety 
and Risk Management

April 5
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