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FDARA: The Forgotten Health Care Bill
RAMSEY BAGHDADI  pinkeditor@informa.com

Under the Trump Administration, 
Congress was able to pass on with 
extraordinary bipartisan support 

the most important health care bill in years 
that will have a lasting impact on the next 
five years if not much longer.

So why did the President and the White 
House leave signing the bill to the last min-
ute with no fanfare?

Lost in all of the drama, twists, surprises, 
and ultimate disappointment for Republi-
cans over repeal of the Affordable Care Act 
is the fact that Congress was able to send a 
major health care bill to the President’s desk 
with speed considering late-stage adminis-
tration switch and resounding support from 
Democrats and Republicans alike: the FDA 
Reauthorization Act.

The White House had the opportunity 
to frame FDARA as a major legislative ac-
complishment that accelerates the devel-
opment of new medicines and celebrate 
a major legislative accomplishment – the 
only one – in the first year of President 
Trump’s first term.

But they missed it. Completely.
The President signed the bill Friday eve-

ning on the last possible day before the 
legislation automatically became law. (Also 
see “FDARA Takes Effect With Under-The-
Radar Presidential Signature” - Pink Sheet, 
19 Aug, 2017.) The signing elicited a low-
energy statement from the leadership and 
ranking minority members of the House 

Energy and Commerce Committee: “We 
appreciate President Trump signing this 
critical piece of legislation.” 

The bill signing should have resembled 
how the Obama Administration handled 
the enactment of the 21st Century Cures 
Act, the last major bill signed by Obama 
when he was President. That legislation 
had its hurdles but it was passed with 
overwhelming majorities by a Republican 
Congress. 

The Cures Act was celebrated with a bill-
signing ceremony that lasted longer than 
a Bill Clinton State of the Union Address 
(almost an hour and 15 minutes). Patient 
advocates and Congressional leaders, like 
Senate HELP Committee Chairman Lamar 
Alexander (R-TN) and House Commerce 
Committee Chairman Fred Upton (R-MI.) 
surrounded the President. Introductions 
were given by parents who had lost their 
child to opioid addiction and VP Joe Biden. 

Now contrast that with how the White 
House handled FDARA.

On August 3, the Senate passed the 
House version of FDARA (HR 2430) that 
cleared the House by voice vote in July by 
an almost unanimous vote of 94-1. The one 
abstention was Bernie Sanders (I-Vt.). 

The legislation was formally posted by 
the White House as “pending legislation” 
on August 7. Then the clock began for 
President Trump to sign the bill.

“The President has a 10-day period in 
which to approve or disapprove a bill,” ac-
cording to the House Practice document 
that lays out the process. “If he fails to give 
his approval by affixing his signature dur-

The White House 
could have framed 

FDARA as measure to 
accelerate development 

of new medicines 
and celebrated it as 
a major legislative 

accomplishment in 
President Trump’s  

first year.
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ing that period, the bill will become law 
automatically, without his signature.” 

The 10-day period starts at midnight on 
the day on which the bill is presented to the 
President and the day on which the bill is 
presented to the President is not counted in 
the calculation and neither is Sunday. Mid-
night on the 18th was the ultimate deadline. 
They made it by a couple of hours.

Even with the controversy that envel-
oped the White House with North Korea, 
Charlottesville, and Steve Bannon during 
consideration of the bill, it’s unlikely the 
White House forgot about it.

For example, while FDARA languished, 
the White House posted that the VA Choice 
and Quality Employment Act of 2017 had 
been signed. 

Maybe the relegation status of FDARA 
was a protest of sorts by the President and 
his administration.

When FDARA was passed out of the 
House, the Administration issued an 11th 
hour statement that came as a major sur-
prise considering what a priority the legis-
lation was for both chambers of Congress:

The President’s Budget promotes faster 
economic growth by lowering taxes and 
strategically devoting resources to urgent 
priorities. To better support FDA’s lifesaving 
mission while carefully spending taxpayer 
dollars, the President’s Budget asks compa-
nies that benefit directly from FDA’s premar-
ket review of medical products to finance 

100 percent of FDA’s premarket review. In 
its current form, H.R. 2430 would require sig-
nificant investment of taxpayer resources in 
FDA’s medical product review programs. The 
Administration urges the Congress to pro-
vide for 100 percent user fee funding within 
the reauthorized programs. In an era of re-
newed fiscal restraint, industries that benefit 
directly from FDA’s work should pay for it.

So the White House wanted funding 
to be 100% user fees and the administra-
tion was also unhappy with generic ex-
clusivity provisions relating to incentives 
for competition.

Still, that seems like a weak protest. 
Moreover, senior Republicans will no 
doubt be upset by the treatment of FDARA 
considering it will be a key legislative ac-
complishment they can point to in the up-
coming mid-cycle elections in 2018.

The White House had a chance to show-
case FDARA for the administration and 
allies on Capitol Hill. Count it as a lost op-
portunity.  

From the editors of the RPM Report.  
Published online August 19, 2017Volori

CONTINUED FROM COVER

Waiting For Congress:  
Reforming, Paying For FDA OTC Monograph Program
MALCOLM SPICER  malcolm.spicer@informa.com

FDA’s performance goals for potential OTC monograph user 
fees make four references to Congress. But an Aug. 23 we-
binar on the program’s details made it abundantly clear that 

Congress calls the shots on establishing the program.
The Center for Drug Evaluation and Research also was explicit 

during the 90-minute webinar that the program will not produce 
results absent user fees to support expanding its staff available.

“It would really not be possible,” said Karen Mahoney, deputy di-
rector of CDER’s Division of Nonprescription Drug Products.

Mahoney qualified many comments during both her presen-
tation and a question-and-answer session by pointing out that 
anything FDA does to change the monograph process, including 
establishing a user fee program, depends on Congress. She noted 
in response to one question, “That’s entirely up to Congress.” And in 

While FDARA 
languished,

the White House 
posted that the VA 
Choice and Quality 

Employment Act  
had been signed.

C O N S U M E R  P R O D U C T S
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the “next steps” conclusion to her presentation, she said, “Congress 
will consider whether to enact monograph reform with accompa-
nying user fees.”

FDA had released a performance goals document that would be 
used to help implement user fees and monograph reform, should 
those be enacted via legislation. Mahoney fielded a range of ques-
tions on provisions in the document and legislation, including 
which businesses might be subject to potential annual OTC manu-
facturing facility fees, how the facility fee amounts would be deter-
mined, what is the starting date for timeliness and procedures in 
the performance goals document, and even when Congress might 

take up legislation to establish monograph reform and user fees.
FDA says that the proposed changes should align with the 

Trump administration’s promotion of improving regulatory agen-
cies’ efficiency while decreasing industries’ regulatory burdens.

Still, Mahoney made clear she was not speaking for the White 
House. “We have heard that those proposals are in keeping with 
some of the goals of the administration,” she said.

TOO MANY SMALL BUSINESSES FOR A WAIVER
Among items FDA provide new details on, Mahoney said its pro-
posed program does not include a waiver from user fees for small 
businesses. That’s because 80% of monograph drug manufactur-
ers are small businesses under the agency’s existing user fee pro-
gram rules.

“It would greatly increase the fees for the payers who don’t qual-
ify as small businesses,” Mahoney said.

The agency encourages businesses and other entities planning 
to submit proposals for monograph changes under the proposed 
reformed process to have pre-proposal meetings with CDER staff 
so their proposals will have “the highest chances of success.”

As with its existing use fee programs, FDA will not attach a 

fee to those meetings. “An important component of all user fee 
programs is fees are not attached to one, individual activity,” Ma-
honey said.

Additionally, FDA would identify firms subject to the proposed 
facility fee from its database from annual registrations already re-
quired from drug manufacturers. Production of monograph drugs 
is among firms’ identifications in the data.

The start date and timelines on adding staff to the agency’s 
monograph review team and on beginning and completing its 
first reviews under a changed process would be adjusted based 
on when legislation authorizing changes might be passed.

In addition to timelines and submission standards, FDA in-
cluded in the goals document a schedule for developing and 
launching an information technology platform accessible to the 
industry and the public that will track progress on proposals 
and on the agency’s reviews. (Also see “OTC Monograph User Fee 
Goals Document Beats Authorization To Finish Line” - Pink Sheet, 
27 Jul, 2017.)

President Trump, who has asked for industries to pay higher user 
fees, recently signed the FDA Reauthorization Act renewing exist-
ing pharmaceutical and medical device user fee programs for five 
years, starting in FY 2018. (Also see “FDARA Takes Effect With Under-
The-Radar Presidential Signature” - Pink Sheet, 19 Aug, 2017.)

OTC monograph reform and user fee legislation, however, was 
not included in FDARA and has not been introduced in an inde-
pendent bill.

Sens. Johnny Isakson, R-GA, and Bob Casey, D-PA, had circulated 
discussion drafts of legislation that tracked with FDA’s proposed 
guidelines for submitting monograph change proposals. The sen-
ators also proposed raising $22m to $34m through the user fees, 
primarily from facility registrations, and a two-tier review system 
recommended by FDA and the industry. (Also see “OTC Monograph 
User Fees Still On The Table, But Not In Legislation” - Pink Sheet, 11 
Aug, 2017.)

FDA and the Consumer Healthcare Products Association trade 
group remain optimistic that Congress will pass the legislation. 
Nonetheless, there’s not enough time to carry out the agency’s 
original plan to launch a monograph reform/user fees program 
on Oct. 1, the start of the federal fiscal year 2018.  

From the editors of the Tan Sheet. Published online August 23, 2017

About 80% of monograph drug 
manufacturers are small businesses 
under the agency’s existing user  
fee program rules.
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Gottlieb Adds A No. 2: Sherman Is US FDA 
Principal Deputy Commissioner
DERRICK GINGERY  derrick.gingery@informa.com

Scott Gottlieb’s remake of FDA’s senior 
leadership staff continues with his 
promotion of Rachel Sherman to the 

agency’s long-empty number two position.
Sherman was named principal deputy 

commissioner on Aug. 17. She had been 
deputy commissioner for medical prod-
ucts and tobacco.

Gottlieb wrote in a memo to staff that 
he asked Sherman to “oversee all medical 
programs and initiatives that are agency 
cross cutting and clinical, scientific, and/or 
regulatory in nature.”

Sherman also will “provide advice and 
counsel relating to medical product regu-
lation” and work with Gottlieb to “develop 
and implement several key agency initia-
tives,” according to the memo.

“Based on her depth and breadth of her 
experience and renowned leadership in 
the field of medical product development, 
coupled with her dedication to this agen-
cy and the public we serve, [Sherman] is 
uniquely qualified to take on this role,” Got-
tlieb wrote.

As deputy commissioner for medical 
products and tobacco, Sherman oversees 
the drug, biologic, device and tobacco 
centers, as well as the Oncology Center 
for Excellence and other offices. (Also see 
“FDA’s Oncology Center Of Excellence On 
Equal Terms With CDER In New Org Chart” - 
Pink Sheet, 28 Jul, 2017.)

FDA does not plan to refill the deputy 
commissioner for medical products and 
tobacco position at this time. The agency 
told the Pink Sheet that Sherman will re-
tain those responsibilities.

The move suggests that the medical 
product position may no longer be a ne-
cessity, especially since all center directors, 
such as CDER Director Janet Woodcock 
and CBER Director Peter Marks, report di-
rectly to Gottlieb.

Sherman’s promotion is the latest of sev-
eral personnel moves Gottlieb has made 
since his confirmation in May.

He appointed Lauren Silvis as chief of 
staff after several months serving in an 
acting capicity. Silvis had been deputy 
director in the Center for Devices and 
Radiological Health. (Also see “FDA’s New 
Chief Of Staff Is Former CDRH Policy Head 
Silvis” - Pink Sheet, 19 Jul, 2017.) Gottlieb 
also named Rebecca Wood FDA’s chief 
counsel. Prior chief counsel Elizabeth 
Dickinson remains as senior deputy to the 
chief counsel. (Also see “US FDA Gets A New 
Lawyer: Rebecca Wood Named Chief Coun-
sel” - Pink Sheet, 18 Jul, 2017.)

In addition, Gottlieb elevated Denise 
Hinton to acting chief scientist after Luci-
ana Borio took a White House detail. (Also 
see “Chief Scientist At US FDA Is Hinton As 
Borio Moves To White House” - Pink Sheet, 
26 Jun, 2017.)

INSTITUTIONAL KNOWLEDGE 
VALUABLE TO GOTTLIEB
FDA has not had a permanent principal 
deputy commissioner since Joshua Sharf-
stein left the agency in 2011.

Upon Sharfstein’s departure, Commis-
sioner Margaret Hamburg began reor-
ganizing the agency into directorates, 
which lead to creating the deputy com-
missioner for medical products and to-
bacco position, and was expected to do 
away with the position. (Also see “FDA Re-
organization Adds “Directorate” Layer, But 
Sharpens Agency’s Focus” - Pink Sheet, 18 
Jul, 2011.)

John Taylor served as acting principal 
deputy commissioner for nine months 
after Sharfstein’s departure.

As principal deputy commissioner, 
Sherman could become a valuable aid 
close to Gottlieb, himself an agency vet-
eran, given that she is a long-time FDA 
staffer who will bring a wealth of institu-
tional knowledge to the position.

Gottlieb said in the memo that Sher-
man already has assumed responsibility 
for FDA’s Opioid Policy Steering Commit-
tee, which was announced in May. It will 
be tackling several opioid issues, includ-
ing whether the agency can mandate 
prescriber education on proper use of 
the products. (Also see “Opioid Policy At 
US FDA To Become ‘More Forceful,’ Gottlieb 
Says” - Pink Sheet, 23 May, 2017.)

Sherman also launched FDA’s prescrip-
tion drug user fee program hiring pilot 
project, which established a unit dedi-
cated to filling vacant positions faster. 
(Also see “US FDA Hiring Initiative Aims To 
Get Scientific Staff More Involved In Recruit-
ment” - Pink Sheet, 17 Jul, 2017.)

In addition, she could play a significant 
role in the agency’s ongoing response to 
drug pricing issues. (Also see “FDA Drug 
Pricing Policy Offers Short-Term PR Gain, 
More Long-Term Actual Benefit” - Pink 
Sheet, 27 Jun, 2017.)

Rachel Sherman

Sherman will “oversee  
all medical programs and 

initiatives that are  
agency cross cutting and 
 clinical, scientific, and/or

regulatory in nature.”
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It is a different dynamic than was seen 
when Sharfstein came to the agency. He 
came from a public health, rather than a 
regulatory background.

SHERMAN WORKING ON 
SECOND AGENCY STINT
President Obama took the unusual step of 
naming Hamburg and Sharfstein as com-
missioner and principal deputy commis-
sioner shortly after taking office. It was 
viewed as a compromise between their 
backers: then-Rep. Henry Waxman-D-Calif., 
and then-Sen. Edward Kennedy, D-Mass. 
(Also see “FDA’s Congressional Relations, 
Internal Structure May Change With Sharfs-
tein’s Departure” - Pink Sheet, 10 Jan, 2011.)

For Sherman, it is her second promotion 
at FDA in less than a year.

She was trained as an internist with a 
subspecialty in infectious diseases and at 
the beginning of her agency career was a 
primary and supervisory medical reviewer 
during the AIDS crisis. She spent more than 
25 years at FDA, including several as Office 
of Medical Products director, where she af-
fected the prescription drug promotion, ex-
pedited development, biosimilar, and Senti-
nel programs.

In 2014 she retired from the agency and 
worked as a private consultant. (Also see 
“Former FDA Medical Policy Head Joins Green-
leaf, Will Highlight FDA As “Resource”” - Pink 
Sheet, 19 May, 2014.)

In October 2015, Sherman returned to 
FDA to become associate deputy commis-
sioner for medical products and tobacco. 
About a year later, as was widely expected, 
she took over as deputy commissioner for 
medical products and tobacco, following 
Robert Califf’s rise from that position to FDA 
commissioner. (Also see “Finally … Rachel 
Sherman Takes Califf’s Old FDA Job” - Pink 
Sheet, 22 Sep, 2016.)

Under Califf, Sherman implemented lean 
management concepts to streamline com-
bination product reviews. (Also see “Reduc-
ing Waste In Combo Product Reviews: FDA 
Goes Lean” - Pink Sheet, 8 Mar, 2016.)  

Published online August 21, 2017

UK Govt Issues Brexit Wish List For Pharma Regulation; 
Wants Lots To Stay The Same
IAN SCHOFIELD  ian.schofield@informa.com

T he UK government has finally laid out its thoughts on some 
of the key issues surrounding the regulatory framework for 
pharmaceuticals after Brexit, including the need to ensure 

the ongoing validity of EU marketing authorizations, registrations 
and certificates, and the importance of unbroken oversight of reg-
ulatory activities and requirements.

In its latest Brexit position paper, entitled “Continuity in the avail-
ability of goods for the EU and the UK”, the government says that 
any marketing authorizations or other approvals issued before 
Brexit “should continue to be recognised as valid by both markets 
after the UK’s withdrawal.” It adds that there should be no require-
ment to re-inspect manufacturing facilities approved before the 
UK’s departure from the EU.

It is the government’s desire, it explains, to maintain the “deeply 
integrated trade and economic relationship” between the UK and 
the EU after Brexit, and to provide legal certainty and avoid dis-
ruption for business and consumers with respect to the continued 
availability of goods in the EU and the UK. “In doing this, it makes 
sense to recognise our common regulatory systems and the UK’s 
ambition for cooperation in the future.”

In other words, the government wants things to continue pretty 
much as they are despite the UK’s decision to quit the EU. Given 
the highly regulated nature of the life science sector, this should be 
music to the ears of the industry and regulators alike.

The proposals are just the UK’s opening gambit, and they may 
well be perceived by the EU as yet another example of the UK 
wanting to “have its cake and eat it.” And with the EU still intent 
on tackling the financial settlement, the Irish border and citizens’ 
rights before moving on to the future UK-EU relationship, it could 
be some time before the ideas in the paper even reach the nego-
tiating table.

The Association of the British Pharmaceutical Industry and the 
UK BioIndustry Association welcomed the “pragmatic approach” 
laid out in the paper, saying it provided “a constructive starting 
point for arrangements that aim to minimise disruption to vital 
safety and monitoring processes for medicines and avoid any 
negative impact to medicines supply.” They added, “we urge the EU 
and UK to discuss this issue with Europe’s patients front of mind.”

Industry was also pleased that the paper seemed to acknowl-
edge its contribution into the Brexit process. During a BIA Brexit 
webinar on Aug. 22, Steve Bates, CEO of the BIA, said: “I am delight-
ed to say that it has been informed by some of the expert work 
that we and the ABPI have been able to input into this, so I think 
is good to see reflected back to us in this paper the importance of 
some of the issues that we stressed in the work on trade that we 
have been doing.”

R E G U L AT O R Y  U P D AT E
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APPROVALS TO REMAIN VALID?
According to the position paper, a “key element” of delivering a 
“smooth, orderly exit” from the EU for business and consumers is en-
suring that products can be lawfully marketed in the UK and the EU.

This includes goods which are placed on the market before the 
date of withdrawal but cross the UK/EU border after exit. “The UK’s 
position is that these should be discussed and resolved in a way that 
supports the move to a future relationship.”

A key compliance activity, the paper says, is that many products 
must undergo third-party assessment or submit a registration be-
fore being placed on the market to ensure the product meets the re-
quirements in relevant product legislation. “These assessments can 
be valid for a full product life-cycle, or in some cases be time limited 
or required for a representative sample of goods,” it observes.

The government says it wants to ensure that “any approvals, reg-
istrations, certificates and authorisations issued by a third party 
(whether a private entity or a public agency) prior to exit should 
continue to be recognised as valid by both markets after the UK’s 
withdrawal.”

These assessments will have been conducted and the data will 
have been provided in accordance with legislative requirements 
“by a body recognised as competent,” so it would avoid disruption 
and provide legal certainty if the results of these activities were 
recognised in both markets. “These approvals should be valid for 
the intended time period or product life-cycle as when they were 
granted to avoid the need for retesting of products.”

Bates said in the webinar that the principles in the paper with 
regard to the “grandfathering” of goods were important. “I believe 
this will refer to centrally authorized products, no changes in label-
ling, MAH (marketing authorization holder) location, master files 
etc, and I hope this is about compliance activities prior to Brexit 
being respected and not duplicated,” he remarked.

CONTINUING OVERSIGHT
Oversight of regulatory compliance before and after the UK’s with-
drawal is a key issue. The paper observes that businesses undertake 
“complex, lengthy and often costly procedures” to make sure that 
goods and business practices are compliant with EU legislation. 
This could include “undergoing an inspection by an EU-recognised 
body to ensure production is in accordance with Good Manufac-
turing Practice or collecting and submitting data on the hazards 
and risks of a chemical substance.”

The withdrawal agreement “should recognise the validity of this 
compliance activity where it has taken place prior to exit,” and this 
should be “recognised for the full time period or type of products 
intended when the compliance activity was undertaken.”

Any further compliance activity required after Brexit as a result of 
the prior compliance activity should be conducted as originally in-
tended. “This would avoid business and authorities in both the EU 
and the UK needing to undertake significant duplicative compli-
ance activity after exit, for example to re-inspect approved manu-
facturing plants or collect and submit data again.”

One example is the ongoing role conferred on authorities or 
businesses, for example the role of a Qualified Person in testing and 
batch release of medicines. Here, the government says it “wants to 
avoid unnecessary disruptive transfer of activities between the EU 
and the UK, and these ongoing activities being duplicated for both 
markets, particularly where the UK’s aim is for this activity to be 
recognised as part of a future relationship.”

“Therefore, the UK proposes that for any compliance activity recog-
nised through the withdrawal agreement, the authority and business 
should be able to continue to carry out ongoing functions for relevant 
products or types of products for both UK and EU markets and this 
activity can take place in their location as at the date of withdrawal.”

Where there are ongoing obligations for the assessment bodies 
after a product has been assessed, “the UK proposes that bodies 
should continue to fulfil any ongoing obligations for the product 
life-time.”

Once a product is placed on the UK and the EU markets, it is essen-
tial that both parties can trace products through the supply chain 
and market surveillance authorities can ensure action is taken with 
respect to non-compliant goods. Failure to support oversight by 
market surveillance and enforcement authorities could cause sig-
nificant disruption and uncertainty for consumers of goods.

This encompasses a broad range of activity, for example require-
ments on market authorization holders to report adverse reactions 
to medicines and “the ability of market surveillance or enforce-
ment authorities to exchange information about unsafe products.”

Whether these key principles provide legal certainty while 
avoiding disruption is up for debate, given that this is a paper for 
discussion by the negotiators, and is “only one side of the debate,” 
Bates observed. “But it is positive that it reflects much of the input 
of our expert groups. So it is good that we are being listened to as 
an industry, although we have further to go,” he concluded.

The Brexit negotiations are due to restart on Aug. 28 after a short 
summer break.  

From the editors of Scrip Regulatory Affairs. Published online  
August 22, 2017

“ The paper has been informed by  
some of the expert work that we and 
the ABPI have been able to input into 
this”– BIA CEO Steve Bates

The withdrawal agreement  
“should recognise the validity of 
compliance activity where it has  
taken place prior to exit”  
– UK government position paper
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Help Needed! BIA Enlists Members To Provide Expert 
Evidence For UK Government’s Brexit Talks
IAN SCHOFIELD  ian.schofield@informa.com

W ith Brexit negotiations gather-
ing pace, the UK BioIndustry As-
sociation is calling on member 

companies to help it answer the growing 
barrage of questions from the government 
on how the life sciences sector might be af-
fected by the UK’s departure from the EU. 
Case studies are welcome.

In an Aug. 22 webinar for life science 
companies, BIA CEO Steve Bates said that 
with Brexit negotiators now meeting every 
two weeks in Brussels, and papers being 
produced and discussed, there had been 
“repeated asks from the UK government 
to provide industry insight and expertise 
around some of these knotty or thorny is-
sues and questions that arise from the dis-
cussions they are starting to have.”

Bates said there was “no clear roadmap 
for this because nobody in the past has 
sought to negotiate an exit from a large 
multinational organization that has trade 
and regulation bound up in it.” He contin-
ued: “We are trying to be a useful and ex-
pert partner to the government to enable 
them to ensure the best deal for our sector.”

Read the full article here
The BIA has already provided a great 

deal of input into the Brexit process. Its 
views seem to have been taken on board, 
at least judging by the Aug. 21 position 
paper on “Continuity in the availability of 
goods for the EU and the UK,” which em-
phasizes the importance of preserving 
marketing authorizations, inspection find-
ings, ADR reporting and so on after Brexit. 
(Also see “UK Govt Issues Brexit Wish List For 
Pharma Regulation; Wants Lots To Stay The 
Same” - Pink Sheet, 22 Aug, 2017.)

The number of questions coming from 
government is expected to escalate rap-
idly as negotiations proceed. The BIA says 
it wants to pull together a group of indi-
viduals and member firms to provide some 
answers that will help the government en-
sure the best deal for the sector.

“Not everybody will be able to help with 

everything but if you are prepared to be on 
an email group where we ask essentially 
random questions about aspects of Brexit, 
drop [us] an email,” Bates said. “What we 
need is a rapid reaction force of industry 
expertise. We have been lucky to be able 
to call on you repeatedly over the last year 
or so, but this is how I imagine it will work 
in the next period of time.”

Outlining the procedure, which will 
also apply to the Association of the British 
Pharmaceutical Industry, Bates said that 
requests for evidence would be passed to 
association members and partners, and 
when the answers came back, they would 
be shared with the government’s Office for 
Life Sciences. The OLS would “synthesize 
that with other views from other people, 
and then there would be an internal gov-
ernment review across the various de-
partments; it is something that has to be 
worked through Whitehall [the civil ser-

vice] and Westminster [parliament],” Bates 
said. There would then be a discussion 
about whether the information should be 
used by the Department for Exiting the EU, 
he added.

Bates said the BIA would be in “a sort of 
call and response mode where we need 
to be able to provide this [information] in 
a timely manner in a format they can use, 
and it is likely to be on a two-weekly basis.”

The impression is one of a government 
that does not know the ins and outs of the 
life science sector well enough to properly 
inform the negotiations with the EU. Bates 
wants the negotiations to be based on the 
real experience of companies, “which is 
bread and butter to us in our sector but is 
quite difficult for people who have no con-
cept of how our sector works.”

Bates said the BIA did not want to “miss 
the opportunity to provide expertise, even 
if on a brief level, as things move rapidly 

“ What we need is a rapid reaction force of industry 
expertise.” – BIA CEO Steve Bates
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during this phase.” It was important, he 
stressed, to “enable expert advice to get 
into what is now quite a speedy timeframe 
for negotiation. Your engagement has so far 
enable us to present meaningful impact to 
the UK government negotiating position so 
far and let’s hope we can continue with it.”

SEMINARS AND THE  
BIOSCIENCE FORUM
Bates also announced that the BIA would 
be running a series of seminars for compa-
nies this autumn on how to mitigate the 
negative effects of Brexit. Now in the plan-

ning stages, the seminars would help firms 
work out what they need to do to prepare 
for future scenarios in areas like trade, 
regulation, movement of people, and re-
search collaboration and finance.

The seminars will allow companies to 
discuss the time frames they are working 
on, what they are already doing to prepare, 
the decisions they have made, how the BIA 
can help, and so forth.

Bates reminded listeners that the UK Bio-
Science Forum will be held in London on 
Oct. 12, with panels on Brexit and indus-
trial strategy, funding sources post-Brexit, 

intellectual property and innovation, and 
early-stage clinical trials. Sir John Bell, au-
thor of the UK’s Life Sciences Industrial 
Strategy, will be delivering the opening 
keynote speech.

According to Bates, the strategy, which 
brings together industry and broader life 
sciences community, is expected sometime 
this month. It should then lead to a “sector 
deal” in the autumn or winter together with 
spending commitments and policies.  

From the editors of Scrip Regulatory Affairs. 
Published online August 23, 2017

EU, US Commit To Sharing Full Inspection Reports  
To Supplement GMP Mutual Recognition
VIBHA SHARMA  vibha.sharma@informa.com

Drug regulatory authorities in 
the EU and the US will be able 
to exchange full medicine 

inspection reports with each other 
under a new confidentiality com-
mitment signed by the two regions. 
The initiative aims to improve patient 
safety on both sides of the Atlantic 
and to allow EU and US regulators to 
make better use of their inspection resources.

The new confidentiality commitment, involving the European 
Commission, the European Medicines Agency and the US Food and 
Drug Administration, will help with the implementation of the EU-US 
mutual recognition agreement, under which both sides have agreed 
to rely on each other’s good manufacturing practice (GMP) inspec-
tions conducted within their respective jurisdictions. The EMA said 
the MRA was on track to become operational from Nov. 1. (Also see 
“EU, US Finally Agree On Mutual Recognition Of GMP Inspections” - Pink 
Sheet, 2 Mar, 2017.) (Also see “US Reliance On EU Drug Facility Inspec-
tions Begins In November” - Pink Sheet, 5 May, 2017.)

The new confidentiality commitment is not restricted to sharing 
information on GMP inspections. It will enable, more broadly, “the 
exchange of non-public information related to EU- and FDA-regu-
lated medicinal products for both humans and animals, including 
pre- and post-market activities,” the EMA told the Pink Sheet. The 
new commitment entered into effect on the day it was signed.

While the EU and US have had confidentiality arrangements in 
place since 2003 that allow both regions to exchange confidential 
information as part of their regulatory and scientific processes, com-

plete exchange of information was not 
possible under these arrangements.

The EMA explained that until now, 
the FDA used to redact trade secret in-
formation from the inspection reports 
before sharing them with the EU reg-
ulators. Under the new confidentiality 
commitment, which came into play 
with immediate effect, “the FDA can 

share inspection reports of manufacturing sites without redacting 
any trade secret information included therein,” the agency said.

The EMA said the sharing of full inspection reports would allow 
both EU and US regulators to make decisions based on findings 
in each other’s inspection reports and to make better use of their 
inspection resources to focus on higher-risk manufacturing sites.

The EMA explained that it operates a risk-based inspection pro-
gram that takes into account inspection information from trusted 
authorities when deciding on the need for an inspection. “Having 
the full inspection report including previously redacted trade se-
cret information will facilitate the decision making process,” it said.

The EMA described the development as a “milestone” in the ongo-
ing implementation of the EU-US mutual recognition agreement on 
GMP and would help in further strengthening the EU-US relation-
ship. “This enhanced cooperation with US regulatory authorities will 
improve the EU’s ability to identify and address problems at factories 
before they become a public health risk,” the EC said.  

From the editors of Scrip Regulatory Affairs. Published online  
August 24, 2017

M A N U FA C T U R I N G  Q U A L I T Y
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Can PBMs Save China’s Health Care From 
Running Out Of Money?
BRIAN YANG  brian.yang@informa.com

Years ago, China embarked on an am-
bitious journey to provide universal 
health coverage to over 95% of its 

1.3bn population but now the govern-
ment finds that the initiative increasingly 
runs into the red.

Without new models to cut costs, the na-
tion’s gigantic social health insurance fund 
could run out of money by the end of next 
decade, experts publicly warn.

Now, there is a solution – pharmacy 
business management(PBM).

The concept of negotiating drug prices, 
actively managing diseases and reducing 
waste, fraud and abuse bodes well for a na-
tion plagued by chronic diseases, industry 
insiders told the Pink Sheet.

The incidence rate for diabetes is esti-
mated to be 10%, and hypertension and 
obesity cases are rising rapidly. “Being a big 
topic in the US, PBM brings different stake-
holders [ together] to control the cost,” said 
Sally Yang, head of Asia-Pacific and Devel-
oping Markets for US-based PBM MedIm-
pact Inc. in an interview.

So far, both domestic and multinational 
drug makers and insurers are signing on to 
rein in the cost increase and improve effi-
ciency in China’s vast and complex health-
care system. (Also see “Can Alibaba Use 
Artificial Intelligence To Solve China Health 
Issues?” - Medtech Insight, 3 May, 2017.)

Two factors contribute to the popular-

ity, one is the separation of drug sales from 
hospitals, which provides incentives to phar-
macies to lower prices, and secondly, the 
increasing role of private insurance in China.

Rising chronic diseases requires PBM play-
ers to embrace big data to negotiate drug 
prices, and actively manage the diseases, in 
the meantime, it allows online pharmacies 
to distribute directly to patients, lowering 
the distribution cost, Yang said.

In effect, as many as 22 million people in 
Southwestern Sichuan Province alone use a 
special out-patients service, which provides 
patients with chronic diseases drug refill, 
blood pressure measuring and physician 
consultant in the comfort of nearby clinics.

“The price negotiations with target pa-
tients in mind, direct-to -patient (DTP) de-
livery and linking insurers with drug makers 
and payers is growing, although not as fast 
as we had expected,” Yang said.

TECHNOLOGY COMES TO AID
MedImpact’s technical partner in China, 
Shanghai-based Allcare has obtained an on-
line drug sales license; it meanwhile works 
with insurers and provides employee well-
being management service.

Allcare General Manager Py So sees 
newer approaches such as PBMs growing 
In China, aided by new technology such 
as e-commerce to improve efficiency and 
lower the cost. Other tools include wear-

able devices, internet hospitals and smart-
phone apps.

With a large population, China is fertile 
ground for a comprehensive approach 
with both online and offline operations, 
the experts say.

Public and private payers are vital in 
this approach. Traditionally, China’s public 
health insurers pay lumpsum, and there 
lacks cost control and talent is severely 
deficient.

In comparison, the private insurance 
market share is steadily growing, but has 
been slower than expected. To that end, 
multinational drug makers have in the 
past worked directly with private insur-
ers, they include Roche, AstraZeneca PLC 
, and health information service providers 
Haihong Corp Co.Ltd, Wanda and Hailing.

Chinese major insurers Pingan and PICC 
have also started their own healthcare 
coverage.

Armed with smartphones and expand-
ing mobile payment, China’s patient 
groups are ready to make a big splash in 
digital health arena.

MOBILE UNDERWRITING
One way of doing this is an analytics-based 
insurance policy writing, said Rick Hu, CEO 
and co-founder of Alberta-Canada based 
Vivametrica. Founded four years ago, and 
an entry into China in 2016, Vivametrica 

In China, people use 

new technology as 

much as possible,  

and many new 

innovations can trace 

their roots here.  

– Rick Hu, VivmetricaSh
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Indian Policy Shifts Could 
Force Firms To Abandon 
‘Second Brand’ Strategies
ANJU GHANGURDE  anju.ghangurde@informa.com

India’s draft pharmaceutical policy 
2017 appears to have caught pharma 
off-guard with a range of proposals, 

which if cleared in the current form, 
could potentially require significant re-
calibration of industry’s marketing and 
manufacturing approach.

Among other proposals, the policy 
draft seeks to rein in loan licensed manu-
facturing and also frowns upon strategies 
such as second brand plays – both staple 
industry practices. Penalties for unfair 
marketing practices are also proposed.

Loan licensing, the draft suggests, 
may have out-lived its utility and also 
“undermines the veracity of drug man-
ufacturing and pricing practice.” Loan 
licensing served a useful purpose in the 
past when multinational firms wanted 
to get their drugs manufactured in In-
dia and market the products and also 
helped indigenous manufacturers gain 
in expertise and experience and access 
technology.

“However, in the present context, 
when India is saturated with formulation 
manufacturing, loan licensing is not of 
overwhelming benefit. Instead, it raises 
many quality maintenance and assur-
ance issues,” the 2017 policy draft says.

The draft policy proposes that except 
in biopharmaceuticals (where the report 
says India is at a stage of development 
akin to where it stood in the area of oral 
solids in the 80s) loan licensing will not 
be allowed in “other pharmaceutical 
formulations.” The draft, though, refers 
to a “Plan B” that includes phasing out 
loan licensing over three years, permit-
ting the practice only for WHO GMP ap-
proved facilities and also stipulating that 
it be allowed up to only 10% of the total 
production of the company. Discontinu-
ation of loan licensing in a phased man-
ner had been proposed as early as 1986 
in an earlier reform document.

Another “variant” of loan licensing – 
the practice of “P2P” manufacturing by 

sees local health insurers are eager to tap 
into China’s huge mobile users.

“Using predicative and analytic assess-
ment, especially mortality risk assessment, 
we can help insurers in policy underwrit-
ing,” Hu said in an interview. Such informa-
tion includes step counts and frequency of 
vigorous activities measured by wearable 
devices, he added.

“In China, people use new technology as 
much as possible, and many new innova-
tions can trace their roots here,” Hu said.

Despite concerns about sharing person-
al information and how much one is will-
ing to share, Hu said so far the model has 
been working well. The analytics, based on 
a large dataset, has been a good represen-
tation showing the model works. Physical 
activities for one are five-times more im-
portant than smoking cessaion, he noted.

The next step Hu contemplates is to 
create a better and smoother user inter-
face, reducing the required clicks during 
the health insurance policy underwriting 
process, he said. Integrating the online ap-
plication with insurers’ offering platform is 
also planned, he added.

CHALLENGES
The level of PBM revenue generation in 
China is still to be seen.

So far, the PBM players have largely re-
lied on insurers as they are looking to bank 
on the new generation of technology-sav-
vy consumers, but drug makers have just 
started warming up to the concept.

To that end, China remains an explorato-
ry market, and it’s hard to obtain primary 
care data and regional linkage is largely 
non-existent.

And, delays in deal-making also don’t 
help. Additionally, the regulatory environ-
ment is less certain and people don’t know 
where things are, noted Hu.

Like MNC drug makers, PBMs also need 
to adapt to the local environment, said 
Hu, adding what’s unique include China’s 
large population, a strong desire to use 
new methods and apply technologies ear-
lier, and the intention to provide efficient 
healthcare support.  

From the editors of PharmAsia News.  
Published online August 23, 2017

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

Pharma faces storm clouds on the policy front in India.
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which one firm manufactures a pharma-
copeial drug in multiple brand names and 
gives it to other manufacturers to market 
at a price determined by the marketers – is 
also proposed to be phased out.

“This will be achieved by following a 
principle of one manufacturer, one salt, 
one brand name and one price,” the draft 
policy declares.

Pharmaceutical firms typically deploy 
such second brand approaches for market 
expansion, with an eye on improving ac-
cess at affordable prices.

POLICY DRAFT HAS ‘SEVERAL 
FLAWS,’ INDUSTRY SAYS
Industry, for the most part, appeared irked 
at the broad sweep of changes proposed in 
the new draft policy.

Dilip Shah, secretary general, Indian 
Pharmaceutical Alliance (IPA), which repre-
sents leading domestic firms, said that the 
draft policy appears to be a “hurriedly pre-
pared” document with “several flaws” and 
displays a “lack of understanding” of a very 
complex industry.

“It is more a product of perceptions than 
evidence,” said Shah, an industry veteran 
and former commercial director of Pfizer 
India, adding that there was very little con-
sultation with industry on the draft.

The draft is likely to come up for discus-
sion at the end of the month, with various 
ministries expected to detail aspects of the 
policy to stakeholders for feedback, say 
some public health activists.

The government has flawed “percep-
tions,” IPA’s Shah said, around companies 
getting products made by other partner 
firms. He said that early estimates suggest 
that over a third of production volume in 
the Indian industry may be loan licensed 
or third-party manufacturing – and thus 
abrupt measures could have significant 
ramifications across the sector.

Dr Ajit Dangi, president and CEO of Dans-
sen Consulting, said that the practice of loan 
licensing or contract manufacturing by out-
sourcing is a model used internationally and 
that as long as manufacturing with the small 
and medium size enterprises (SMEs) by loan 
licensing is “properly regulated and super-
vised” by the parent company and the gov-
ernment, the practice should be continued.

“It gives not only jobs but also skills and 
the licensee gets trained in systems and 
processes from the parent company. Due 
to lower overheads compared to the par-
ent company, medicine costs can also be 
controlled,” Dangi, a former president and 
executive director of Johnson & Johnson 
India, told the Pink Sheet.

‘PARANOIA AROUND LOAN 
LICENSING’
There are also concerns around the impli-
cations of the proposed policy changes on 
India’s contract manufacturing segment.

Salil Kallianpur, an industry expert, pre-
viously with a frontline multinational, said 
that the government’s concerns on loan 
licensing seem “quite strange” and noted 
that the reason India emerged as the phar-
macy to the world was because of the con-
tract research and manufacturing services 
(CRAMS) that it offered.

“Unfortunately, after self-inflicted inju-
ries that made a desperate government 
force draconian measures, the clinical tri-
als/research industry was stifled to death. 
With the paranoia around loan licensing, 
the same fate might befall the contract 
manufacturing industry too,” Kallianpur 
told the Pink Sheet.

He said that that instead of bringing in 
long term measures that are needed to 
improve the quality of manufacturing, the 
proposed policy suggests shutting down 
companies, which can affect the livelihood 
of hundreds of thousands.

“Isn’t this going away from ‘Make In In-
dia? How would ambitious programs like 
Jan Aushadhi get their medicines from 
with a dead PSU [public sector undertak-
ing] sector and a constrained loan licens-

ing sector?” Kallianpur said.
Launched in 2014, Prime Minister Nar-

endra Modi’s pet “Make in India” initiative 
aims to make India a global manufactur-
ing hub, thereby upping the contribution 
of the manufacturing sector to the coun-
try’s gross domestic product (GDP). India’s 
state-supported Jan Aushadhi stores offer 
cut-price unbranded generics.

ONE COMPANY – ONE DRUG – 
ONE BRAND NAME – ONE PRICE
The draft also appears keen to lid indus-
try’s “generic-generic” and branded ge-
nerics strategy. “Generic-generics” are 
essentially medicines sold in the active in-
gredient name – e.g. as paracetamol with-
out a brand name – and many Indian firms 
tend to offer both a “generic-generic” of a 
drug in addition to a branded version of 
the product, at different price points.

Among the practices that create “doubts 
and negative perceptions about the truth-
fulness of the drug prices,” the draft spe-
cifically refers to how firms manufacture 
“the same salt (pharmacopeial name of 
the drug) on the same production line” but 
sell it under different brand names at dif-
ferent prices. The widely varying prices for 
the same drug and the mark ups thereon 
for retailers, distributors and the stockists 
have scarred industry’s repute, it suggests. 
There are an estimated 2,500 pharmaco-
peial salts manufactured in India, but over 
60,000 brand names with varying prices.

The new policy says that while innova-
tion in pharmaceuticals will be encour-
aged alongside generics, giving brand 
names to generic drugs “hampers” real in-
novation and will be “discouraged.” Public 
procurement and dispensing of drugs will 
be of generic drugs in “salt names” and the 
government expects to pursue the policy 
of sale of single ingredient drugs by their 
pharmacopeial name/salt name.

“To keep the identity of the manufactur-
er, the manufacturer would be allowed to 
stamp its name on the drug package. For 
patented drugs and fixed dose combina-
tion (FDCs) drugs, brand names may be 
used. However here, the principle of ‘one 
company – one drug – one brand name 
– one price’ would be implemented,” the 
draft lays down.

The draft also appears 
keen to lid industry’s 

“generic-generic” and 
branded generics  

strategy with different 
price points.
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Kallianpur suggests that the govern-
ment’s position that generics should not 
be branded seems “fairly logical” when 
considered against a global pharma back-
ground (generics do not have brand names 
in other markets) but cautions that India is 
“walking on thin ice” by seeking legitimacy 
by forcing such unnecessary comparison 
(India could be called out for ignoring 
other global policy pluses, he maintained). 
Government policy should rather focus on 
what’s best for India.

The idea of a branded generics market 
is what keeps prices of medicines in India 
amongst the lowest in the world, Kallian-
pur explained, adding that government 
must ensure that it keeps the market free 
and fair and not allow cartels to form 
that can adversely fix prices, instead of 
worrying that 2,500 salts sell through 
60,000 brands.

“This [the numerous brands] is some-
thing that must be celebrated. How does 
the patient lose if companies follow a ‘sec-
ond brand’ strategy that allows them to sell 
products at different price bands?” he said.

He also explains that multinational cor-
porations (MNCs) license out their pat-
ented products to other local companies 

largely because internal pricing policies of 
most of these companies do not allow the 
pricing of a product below a certain band.

“Since the local arm of the MNC can-
not price the product in a manner that 
creates access to many patients, it prefers 
to out-license the marketing rights to se-
lected partners that can price the product 
better and make it relatively more acces-
sible. Obviously, the brand name needs 
to be different, but this need not worry 
the government, since the product is the 
same (often imported) and is available to 
more patients in India than was possible 
under a single brand name,” he explained.

Roche, AstraZeneca PLC, Novartis AG, 
and Merck & Co. Inc.are among those 
that have deployed second brand strate-
gies in India.

Kallianpur suggests that instead of 
phasing out multiple brands of the same 
product, the government should instead 
consider insisting on manufacturing the 
product in India. “This can allow Make in 
India, bring in FDI [foreign direct invest-
ment] and technology through greenfield 
projects while allowing companies to price 
the product right without the need for 
government mandated price caps.”

REGULATION OF MARKETING 
PRACTICES
The policy draft also refers to the need to 
regulate industry’s marketing practices 
and sets the tone for implementing a man-
datory code of practices. (Also see “’Up-
heavals’ In Store As India Set To Mandate 
Marketing Code” - Pink Sheet, 21 Oct, 2016.)

“To provide a level playing field, the 
regulation for marketing practices which 
is at present voluntary will be made 
mandatory. Penalty for violations and an 
agency for implementation would also be 
assigned,” it says.

The 2017 pharma policy draft also out-
lines a range of other initiatives. Plans to 
incentivize end-to-end indigenous drug 
manufacturing including that of active 
pharmaceutical ingredients (APIs) and 
precursor intermediates, clipping the 
wings of the price regulator and ensur-
ing drug pricing will be “more poor-ori-
ented” are some of the other key new 
proposed policy planks – look out for 
more on these in our next instalment on 
these tectonic shifts.  

From the editors of PharmAsia News.  
Published online August 22, 2017
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LESS IS MORE: FDA May Narrow Risk Info In Rx Drug TV Ads
BRENDA SANDBURG  brenda.sandburg@informa.com

Prescription drug television advertising took off 18 years ago 
when FDA issued final guidance that required broadcast ads 
to only disclose a product’s major risks. The agency is now 

considering further limiting the disclosure to risks that are severe, 
serious, or actionable.

The agency is requesting public input on the potential effects 
of including only these risks in the major statement of direct-to-
consumer Rx drug broadcast advertisements. In a Federal Register 
notice set for publication Aug. 21, FDA said it wants to help ensure 
that the ads provide clear and useful information to consumers 
and patients. 

The agency said there is concern that the major statement, 
which notes the advertised drug’s major side effects and contrain-
dications, “is not fulfilling this purpose.”

FDA said some believe the major statement is too long, which 
may result in reduced consumer comprehension, minimization of 
important risk information, and potentially noncompliance with 
treatment due to fear of side effects. Yet there is also concern that 
the ads do not include adequate risk information or leave out im-
portant information.

The agency is considering changing its Rx drug broadcast adver-
tising policy based on the results of a study conducted by FDA’s Of-
fice of Prescription Drug Promotion. The study, announced in 2014, 
evaluated the impact of limiting Rx drug risk information in TV ads 
to those that are serious and actionable while also stating that there 
are other risks not disclosed in the ad. (Also see “Do DTC Television Ads 
Really Need To List All Drug Risks?” - Pink Sheet, 20 Feb, 2014.)

LIMITING RISK INFO IMPROVED RECALL  
IN FDA STUDY
The web-based study included 1,500 adults who self-reported as 
having depression, insomnia or high cholesterol. They were ran-
domly assigned to view one of four versions of a television ad and 
then complete a questionnaire. The ads varied in the type of risk 
statement (unedited versus serious and actionable risks only) and 
the presence versus the absence of a disclosure indicating that not 
all risks are presented. The study used existing marketplace ads for 
Otsuka America Inc.’s Abilify (aripiprazole), Sunovion Pharmaceu-
ticals Inc.’s Lunesta (eszopiclone) and AstraZeneca PLC’s Crestor 
(rosuvastatin). 

The results were recently published in Research in Social & Ad-
ministrative Pharmacy. The study authors, led by OPDP’s Kevin Bet-
ts, concluded that a risk statement revised to include only serious 
and actionable risks “improved overall processing of the television 
ad, as evidenced by improved risk recall and recognition and im-
proved benefit recognition.”

“Further, the presence of the disclosure did not adversely affect 
consumers’ processing of drug risk and benefit information. There-
fore, limiting the risks presented in DTC television ads and includ 

ing a disclosure alerting consumers that not all risks are presented 
may be an effective strategy for communicating product risks,” the 
authors concluded.

DETERMINING WHAT RISK INFORMATION  
IS MOST USEFUL
FDA noted in an April 18 posting on its website that based on this 
research, “the agency is exploring the usefulness of limiting the 
risks in the major statement for most drug advertisements to those 
that are severe (life-threatening), serious or actionable, coupled 
with a disclosure to alert consumers that there are other product 
risks not included in the advertisement.”

FDA Commissioner Scott Gottlieb said in the post that if drug 
risks aren’t provided in a way that consumers understand, they 
may not be able to appropriately weigh the benefits and risks.

“To inform our policies on how risks should be disclosed, we’re 
asking consumers, providers and other members of the public to 
help us better understand what risk information is most useful in TV 
and other broadcasts ads,” Gottlieb said. “Our goal is to make sure 
consumers who view broadcast ads walk away properly informed of 
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“ Our goal is to make sure consumers 
who view broadcast ads walk 
away properly informed of the 
key potential tradeoffs of using a 
prescription medicine”  
– FDA Commissioner Gottlieb
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the key potential tradeoffs of using a prescription medicine.”
The Federal Register notice asks for comments on the potential 

effects of limiting the risks in the major statements to those that 
are severe, serious, or actionable and whether there are other 
ways of characterizing which risks should be included in a major 
statement.

The agency asks the public to address several other questions:

 • What data are available on the impact of the current ap-
proaches to communication of risk information on compre-
hension of the information?

 • When an advertised Rx product does not have severe, seri-
ous, or actionable risks, what types of risk could be included 
in the major statement?

 • What criteria should be used to distinguish risk information 
that is most material to patient or consumer audiences ver-
sus risk information that is material primarily to the prescrib-
er or health care provider?

 • What criteria should be used to determine which risk  
information that is material to patient or consumer  
audiences to include in the major statement to best  
protect the public health?

 • What is the potential impact of including (or conversely, of 

not including), additional language in the major statement 
that states there are other risks not included in the advertise-
ment while simultaneously encouraging dialogue between 
patients and their health care providers?

 • What data are available on consumers’ comprehension of the 
difference between levels of risk (i.e., severity)? Would it be in 
the public health interest to signal the level of risk associated 
with a product?

 • Should potential food and drug interactions be disclosed, 
and if so, what criteria should be used to identify these  
interactions?

The Pharmaceutical Research and Manufacturers of America 
said it is reviewing the notice and will likely submit comments 
when they are due in mid-November.

Michael Carome, director of Public Citizen’s Health Research 
Group, said the significance of FDA’s review of risk information in 
TV ads will not be known until the agency issues an actual draft 
guidance or policy for comment. “We want consumers to under-
stand the most important risks, and the FDA must ensure there is 
a balance in the presentation of risks and benefits,” Carome said. 
“Hopefully, the agency will find the right balance.”  

Published online August 19, 2017
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FDA’s NDA And BLA Approvals: Drax Exametazime, Duzallo
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

Jubilant Drax Exametazime Kit for the preparation of Tc99m exametazime for leukocyte 
labeled scintigraphy as an adjunct in the localization of  
ntra-abdominal infection and inflammatory bowel disease.

S, 5 8/17/2017

Ardea  
(now part of  
AstraZeneca)

Duzallo (lesinurad/  
allopurinol)

Combination of the URAT1 inhibitor, and xanthine oxidase in-
hibitor for the treatment of hyperuricemia associated with gout 
in patients who have not achieved target serum uric acid levels 
with a medically appropriate daily dose of allopurinol alone.

S, 4 8/18/2017

Adamas Gocovria (amantadine) Extended-released formulation of amantadine for treatment  
of levodopa-induced dyskinesia in Parkinson’s disease.

S, 3 8/24/2017

KEY TO ABBREVIATIONS

Review Classifications NDA Submission Classification

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

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

N E W  P R O D U C T S
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Revised Saudi Guide Addresses Frequent Questions On 
New Expedited Drug Registration Process
VIBHA SHARMA vibha.sharma@informa.com

T he Saudi Food and Drug Authority 
has issued an updated guideline to 
address frequently asked questions 

about its newly-launched expedited drug 
registration process. The agency has also 
issued revised guidelines on quality con-
siderations for biosimilars, scientific data 
requirements for plasma master files, and 
plasma derived medicinal products.

EXPEDITED REGISTRATION
The expedited registration process enables 
new drugs to be registered within 30 days 
(verification route) if they are already ap-
proved by the US Food and Drug Adminis-
tration and the European Medicines Agen-
cy, or within 60 days (abridged route) if they 
are approved by just one of these agencies. 
It was launched in February this year. (Also 
see “Saudi Arabia Slashes Time To Market 
With Abridged Applications” - Pink Sheet, 3 
Nov, 2016.)

In its revised guideline on the process, 
the Saudi FDA clarifies that the verification 
and abridged routes are only open to new 
products (new chemical entities) and new 
biological products, and that generics and 
biosimilars cannot be registered through 

these routes. 
The guideline also clarifies that eligible 

new drug products that were submitted 
for SFDA registration before February 
2017 and are still being processed can 
also benefit from the expedited registra-
tion process if the applicant submits an 
updated file according to the require-
ments of the verification or abridged 
routes. The scheme is also open to prod-
ucts for which the FDA or the EMA has 
granted conditional approval.

In case of labeling differences between a 
product approved both by the EU and the 
US, the guideline states that when apply-
ing for product registration through the 
verification route, the applicant should 
assign a “primary reference authority” and 
should submit the complete assessment 
report and other relevant supporting doc-
uments. The SFDA clarified that it would 
review the Arabic translation of the patient 
information leaflet, label and carton dur-
ing the registration process.

OTHER GUIDELINES
Details on the other revised SFDA guide-
lines are as follows:

 • Biosimilars. The guideline describes 
quality requirements for biosimilars. It 
outlines the information that compa-
nies must include in their marketing au-
thorization application and addresses 
requirements regarding manufactur-
ing processes, quality target product 
profile (QTPP), quality comparability 
exercise, the choice of reference medic-
inal product, analytical methods, physi-
cochemical characterization, biological 
activity, purity, product stability and 
quality attributes for relevant specifica-
tions of the biosimilar products.

 • Data requirements for plasma master 
files (PMFs). This is an adoption of the 
European Medicines Agency’s guide-
line on this topic and it replaces the 
SFDA’s earlier guideline on production 
and quality control of blood products. 
The revised guideline offers recom-
mendations on the structure and re-
quirements for presentation of data 
on starting material in a PMF. The SFDA 
clarifies that the revised guidance will 
apply in cases even when the PMF cer-
tification scheme is not followed.

 • Plasma derived medicinal products. 
The updated guideline contains rec-
ommendations on the collection and 
control of starting material (human 
plasma), the manufacturing process, 
quality control, stability studies, and 
adventurous agents studies of blood 
products. It applies to medicinal prod-
ucts with human plasma-derived pro-
teins as active substances, investiga-
tional medicinal products with plasma 
proteins as active substances, and 
human plasma derived proteins used 
as excipients in medicinal product, 
including investigational medicinal 
products  

From the editors of Scrip Regulatory Affairs. 
Published online August 23, 2017
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Recent And Upcoming FDA Advisory Committee Meetings
TOPIC ADVISORY COMMITTEE DATE

GlaxoSmithKline’s zoster vaccine recombinant, adjuvanted Vaccines and Related Biologi-
cal Products

Sept. 13

Results from a clinical study of Purdue Pharma’s Butrans (buprenorphine) transdermal 
system in patients ages 7-16 years old for management of pain severe enough to require 
daily, around-the-clock, long-term opioid treatment and for which alternative treatment 
options are inadequate

Anesthetic and Analgesic 
Drug Products/Drug Safety 
and Risk Management

Sept. 14

Pfizer’s Sutent (sunitinib) for adjuvant treatment of adult patients at high risk of recurrent 
renal cell carcinoma following nephrectomy

Oncologic Drugs Sept. 19

PTC Therapeutics’ Translarna (ataluren oral suspension) for treatment of patients with 
dystrophinopathy due to a nonsense mutation in the dystrophin gene.

Peripheral and Central Ner-
vous System Drugs

Sept. 28

Spark Therapeutic’s Luxturna (voretigene neparvovec) for treatment of vision loss due to 
confirmed biallelic RPE65 mutation-associated retinal dystrophy

Cellular, Tissue, and Gene 
Therapies

Oct. 12

Discussion of patient selection criteria and clinical Bone, Reproductive and 
Urologic Drugs

Dec. 7

A D V I S O R Y  C O M M I T T E E S
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