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tion of the initiative in 2013, “the number 
of NCAs directly involved in the assess-
ment of medicines has considerably in-
creased and this was the main objective of 
this initiative”.

In 2012, the year before the MNAT was 
launched, 18 member states participated 
as rapporteurs or co-rapporteurs in the 
initial evaluation of medicines for human 
use compared with 23 in 2015, the latest 
year for which information is available. 
(See box, p. 5, for details of the scheme and 
how it has evolved.)

Offering NCAs the opportunity to take 
part in the evaluation of new medicines 
through the participation of single ex-
perts rather than an entire team was “im-
mediately successful” in involving a wider 
range of NCAs in the activity, the EMA 
said. The 31 countries of the European 
Economic Area – the 28 EU member states 
plus Iceland, Norway and Liechtenstein – 
are part of the European drug regulatory 
network and can all in theory participate; 
only two have yet to do so, the EMA told 
the Pink Sheet. 

OFFSETTING BREXIT EFFECT
Recently the EMA has been promoting the 
MNAT initiative as a means of compensat-
ing for the loss of UK expertise that the net-
work will likely suffer as a consequence of 
the country leaving the EU.

EMA Executive Director Guido Rasi put 
forward this view in November 2016. 
(Also see “Brexit: EMA To Bolster Regula-
tory Reserves Ahead Of Relocation” - Pink 
Sheet, 10 Nov, 2016.) Noel Wathion, the 

EMA’s Multinational Approach Brings 
All But Two Member States into Fold
MAUREEN KENNY  maureen.kenny@informa.com

T he European Medicines Agency 
says that its four-year-old, “under 
the radar” multinational assessment 

team initiative has already been a success: 
almost all eligible countries now have to 
some degree been directly involved in an 
assessment of new medicines under the 
initiative. It now is being expanded and is 
viewed by EMA as a means of compensat-
ing for the expected Brexit-related loss of 
UK expertise from the European pharma-
ceutical regulatory network,

The multinational assessment team 
(MNAT) concept introduced “a very in-
novative approach” to the assessment of 
medicines, the EMA told the Pink Sheet. 
Crucially, it encouraged the assessment 
of new marketing authorization applica-
tions (MAAs) submitted under the central-

ized procedure to be carried out by teams 
formed according to expertise rather than 
by country. 

Overall, the numbers are still small. In 
2015, only about 10% of the MAAs submit-
ted for initial evaluation – there were111 
product applications relating to a total of 
95 active substances – involved MNATs. 
Also, it is rare for an MNAT to involve more 
than two national competent authorities 
(NCAs). For the EMA, though, the real mea-
sure of the initiative’s success lies in the 
fact that all but two out of a possible 31 
countries have now been involved in the 
context of the initial evaluation of human 
medicines – as rapporteur, co-rapporteur 
or an assessor in an MNAT. “This is a major 
improvement compared to a few years 
ago,” the agency said. Since the introduc-
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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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injunction and patent verdict.
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agency’s deputy executive director, rein-
forced it more recently, telling a confer-
ence in London last December that the 
MNAT concept was one of “a variety of 
tools” the EMA would use in relation to 
the challenges posed by Brexit. Not least 
among these is the possible – or perhaps 
likely – loss of UK expertise from the pool 
of around 4,500 experts the EU member 
states make available and who carry out 
the evaluation of medicines on behalf of 
the EMA and are members of the agency’s 
scientific committees, working parties 
and scientific advisory groups. The UK 
currently performs as much as one third 
of the EMA’s drug assessment activities. 
(Also see “UK Regulator Has Key Role in One 
in Four EU-Wide Approvals” - Pink Sheet, 22 
Nov, 2016.)

The UK voted to leave the EU in the 
referendum that took place on June 23, 
2016; in a document issued in December 
explaining how the scheme would be ex-
panded, EMA said that there had been an 
increase in uptake in the MNAT concept 
“in recent months.” 

“A DIFFERENT WAY OF 
WORKING”
Presenting at the Annual EMA Review of 
the Year and Outlook for 2017 conference 
in London in December, Wathion told the 

audience of largely pharmaceutical indus-
try representatives that the EMA consid-
ered the MNAT a success, but that it was 
“probably a little under” drug companies’ 
radars as “it doesn’t affect you directly.”

Giving national authorities an oppor-
tunity to take part in the evaluation of 
medicines through the participation of 
single experts rather than an entire team 
was “a different way of working,” the EMA’s 
second-in-charge explained.

Under the centralized procedure for 
human medicines, every new MAA is as-
sessed by a rapporteur and a co-rappor-
teur from either the EMA’s Committee for 
Medicinal Products for Human Use or its 
Committee for Advanced Therapies. While 
these individuals always originate from 
different NCAs, traditionally the teams of 
assessors and experts they chose to sup-
port them comprised individuals from 
their respective NCAs. With the MNAT 
approach, “you have a rapporteur or a 
co-rapporteur and instead of using the 
resources available in their respective 
member states, they see if they can make 
use of resources in other member states,” 
Wathion said.

Among other things, the scheme gives 
smaller member states who are not so 
familiar with being rapporteur or co-rap-
porteur the chance to take a first step in 
that direction, Wathion told the Pink Sheet 
on the fringes of the conference. “You 
choose your own pace,” he said. 

Wathion gave an example of how an 
MNAT might look. “You may have… an 
Irish rapporteur with an assessment team 
– with quality coming from Belgium, pre-
clinical coming from [Germany] and clini-
cal coming from Sweden.” Wathion’s ex-
ample involved four member states, but 
the EMA said later it was rare to have more 
than two NCAs involved in any one team.

The EMA deputy executive director 
sought to reassure the audience on the 
question of continuity. What we don’t 
want is that one day you have one coun-
try doing the clinical assessment and the 
next day you have another, Wathion told 
the conference, which was organized 
jointly by the EMA and TOPRA, The Or-
ganisation for Professionals in Regulatory 
Affairs. The experts perform the work un-

der the responsibility and accountability 
of the rapporteur, he explained. “The rap-
porteur remains the person still respon-
sible at end of the day in terms of the ap-
plication itself.”

Wathion reported at the conference 
that only five NCAs had never taken part 
in the initial evaluation of human medi-
cines. The EMA later said that taking the 
numbers for 2016 into account and hav-
ing double-checked the relevant data, 
the number was in fact just two. All NCAs 
are welcome to participate and the EMA 
says it encourages them to do so. How-
ever, it is “up to them to decide whether 
they take part”.

The EMA declined to name the two 
as-yet non-participating countries. Judg-
ing from the information in the agency’s 
annual reports for 2013-2015, they are 
among the following: Bulgaria, Liechten-
stein, Luxembourg, Romania, Slovakia, 
and Slovenia. Data for 2016 are not yet 
publicly available; they will be included 
in the EMA’s 2016 annual report, which is 
due to be published in April.

In 2015 specifically, 23 countries were 
involved in the assessment of new medi-
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cines. In 2012, the year before the MNAT 
initiative was launched, the number was 
18. According to the EMA’s annual report 
for 2015, all 23 countries that were in-
volved that year were also appointed rap-
porteurs or co-rapporteurs in their own 
right over the course of the year. No coun-
try was involved only as an assessor. Of 
the 111 MAAs submitted in 2015, MNATs 
were formed by rapporteurs on two oc-
casions (by Norway and Netherlands) 
and by co-rapporteurs on 10 (by Austria, 
France, Germany, Ireland, Italy, Malta, 
Norway, Portugal, Sweden and the UK). 
(See table for the figures for 2014 through 
to the first half of 2016.)

Under the scheme, the EMA pays the in-
dividual NCAs of the assessment team di-
rectly according to the share of the remu-
neration agreed by the involved NCAs as 
set out in the remuneration share letter.

Starting in April, the MNAT approach 
will expand from the pre-authorization 
to the post-authorization space. The ex-
pansion initially will be limited to certain 
post-authorization procedures – applica-
tions for extensions of indications and 
line extension applications – relating to 
products where an MNAT was involved 
in evaluating the original MAA. (Also see 
“Slowly Does It: The EMA’s Approach To Ex-
panding Multinational Drug Assessment 
Concept” - Pink Sheet, 3 Feb, 2017.)

This multilateral approach may indeed 
have led to more countries being involved 
in the process of assessing new drugs and 
in more countries becoming rapporteurs. 
However, a quick look at the figures for 
2015 shows that the UK accounted for 
around 15% of new rapporteurships at 
CHMP level in 2015. It was second only 
to Sweden, which took around 17%, and 
way ahead of the joint thirds, Germany 
and the Netherlands with 9%. The EMA 
is well aware that it will take more than 
the MNAT scheme to make up for the ex-
pected loss of UK expertise from the net-
work. As Wathion said at the conference, 
this is one of a variety tools the agency is 
employing in Brexit context. Every little 
helps.  

From the editors of Scrip Regulatory Affairs. 
Published online February 7, 2017

T H E  E M A’S  M U LT I N AT I O N A L 
A S S E S S M E N T  T E A M  I N I T I AT I V E

The aim of the European Medicines Agency’s multinational assessment 
team (MNAT) initiative is to mobilize the best expertise for the assessment 
of a marketing authorization application, regardless of where the experts 
are based in the EU.

The scheme started as a pilot in 2013 with a limited number of countries and 
was extended to all member states in 2014. At that time, the EMA invited all 
members of its Committee for Medicinal Products for Human Use (CHMP) and 
its Committee for Advanced Therapies to form multinational co-rapporteur 
teams for the assessment of initial marketing authorizations of medicines for 
human use submitted under the centralized procedure. In 2015, the initia-
tive was broadened to include CHMP and CAT rapporteur teams as well. The 
scheme was also opened to the agency’s Committee for Veterinary Medicinal 
Products (CVMP) and the Scientific Advice Working Party.

The Baltic, Polish and Nordic medicines agencies (the Baltic Sea Consortium) 
pushed for the scheme back in 2012. They said involving smaller countries in 
the evaluation of new, innovative medicines through multinational evalu-
ation teams would have two benefits: the EMA would be able to better 
exploit the expertise of national medicines agencies in the assessment of 
medicinal products, and national agencies would stay well informed of cur-
rent and future pharmacotherapies.

The EMA strongly encourages rapporteurs and co-rapporteurs to use the 
MNAT approach “as a means of increasing capacity, competence and col-
laboration in the EU regulatory system”. This multilateral approach, says the 
EMA, “promotes ‘learning by doing’ and will ultimately raise standards”. 

Sources: European Medicines Agency, 2015 annual report and Finnish National 
Medicines Agency/Fimea press release, Nov. 14, 2012

Number of multinational assessment teams per procedure 
type in the pre-authorization phase (human medicines), 
2014-Q2 2016

PROCEDURE TYPE 2014 2015 Q1 & Q2 2016 TOTAL

Initial application – rapporteur 2 4 6

Initial application – co-rapporteur 8 10 3 21

Scientific advice 8 16 24

Source: EMA briefing paper, EMA/619544/2016, Dec. 15, 2016

pink.pharmamedtechbi.com
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Slowly Does It: The EMA’s Approach To Expanding 
Multinational Drug Assessment Concept
MAUREEN KENNY  maureen.kenny@informa.com

T he European Medicines Agency is taking a step-by-step ap-
proach to expanding an initiative that for the past four years 
has enabled national authorities to participate in the initial 

assessment of new medicines through the involvement of single 
experts rather than via an entire team.

Until now, the initiative has applied only to procedures under the 
pre-authorization phase. Starting in April, the agency is expanding 
its multinational assessment team (MNAT) initiative to the post-
authorization phase. The expansion initially will be limited to cer-
tain post-authorization procedures – applications for extensions of 
indications and line extension applications - relating to products 
where a multinational assessment team or MNAT was involved in 
evaluating the original marketing authorization application (MAA).

There are plans to introduce at a later date MNATs for the same 
procedures where an MNAT was not used in the assessment of the 
original MAA. This will only happen once sufficient experience has 
been gathered from the initial expansion. There is no fixed end 
date for the first phase. “Phase one will last as long as necessary in 
order to gather sufficient experience,” the EMA told the Pink Sheet.

Depending on demand, the approach may also be broadened to 
post-authorization procedures other than applications for exten-
sions of indications and line extension applications. The EMA dis-
cusses the issues involved in a nine-page document it has issued 
on the matter. 

Launched in 2013, the MNAT approach has been successful in 
increasing the number of member states directly involved in the 
assessment of new MAAs submitted under the centralized proce-
dure. All but two of the 31 countries of the European Economic 
Area have been involved in this activity to date; the number in 2012 
was 23. The initiative encourages assessments of MAAs to be done 
by teams formed according to expertise rather than by country; 
it enables national authorities to participate in the assessment of 
medicines through the involvement of single experts rather than 
an entire team.

IMPETUS FROM NCAS
National competent authorities (NCAs) have started to take part 
in the MNAT initiative more and more and now they want it to go 
further, EMA deputy executive director Noel Wathion told the Pink 
Sheet. Some NCAs asked for the initiative to be extended in the 
fourth quarter of 2015 and the EMA management board endorsed 
the extension at its latest meeting, on Dec. 14 and 15, 2016. 

(CO-)RAPPORTEURSHIP CONTINUITY & 
KNOWLEDGE TRANSFER
Wathion covered the expansion of the MNAT scheme in his pre-
sentation last December at the Annual EMA Review of the Year and 

Outlook for 2017 conference in London. (Also see “EMA And Na-
tional Agency Heads Join Forces On Medicines Availability and Big 
Data” - Pink Sheet, 16 Jan, 2017.)

In the Q&A session that followed, Fiona Reekie of UCB Pharma 
asked Wathion to confirm that there would be no change to the 
rapporteur or co-rapporteur in the post-authorization space and 
that any change in the make-up of the MNAT would be limited to 
the supporting assessment teams.

Wathion was clear in his reply: “We can be very brief. There will 
be no change in the rapporteur/co-rapporteur.” He went further: 
“Even for the assessment team there will be no change [other than 
in] exceptional circumstances.”

The EMA’s second-in-charge noted the importance of main-
taining and ensuring “knowledge transfer”. “The rapporteur/co-
rapporteur will be responsible for ensuring that the knowledge 
remains and that if there is an exceptional circumstance… that the 
knowledge transfer is achieved.”

The EMA later confirmed that it largely expected the rappor-
teurs/co-rapporteurs and the assessment team members to be 
the same as they were in the pre-authorization phase to ensure 
knowledge transfer. Its document on the expansion is clear on this 
point: “Exceptions can only be allowed in very specific and justified 
circumstances, in particular when expertise is no longer available 
in a given NCA.”

Ultimately, though, a rapporteur who worked with an MNAT 
in the pre-authorization phase cannot be forced to work with an 
MNAT post-authorization. “It’s their choice,” Wathion told the con-
ference, which was organized jointly by the EMA and TOPRA, The 
Organisation for Professionals in Regulatory Affairs.

Berlaymont, headquarters of the European Commission
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THREE GROUND RULES... AND FEES
Ensuring knowledge transfer is the second of three ground rules 
the EMA lays out in its document on the expansion of the MNAT 
concept. The first relates to “allowing for utmost flexibility” in 
choosing an MNAT approach “whilst respecting some boundaries” 
and the third to “striving for an efficient and transparent process”.

The third ground rule covers how fees will be paid to NCAs for 
the work they carry out in the post-authorization phase as part of 
an MNAT. As with the pre-authorization phase, fees will be paid 
directly by the EMA to the NCAs as per the agreed remuneration 
share letter. The EMA stresses that this will require that the NCAs 
“have a clear picture in the complex post-authorisation phase if 
and how fees should be shared and that EMA is informed suffi-
ciently in advance of the start of the procedure”.

The EMA further comments: “It is also very important, in order 
to come to a more robust planning process, that both the (Co)-
Rapporteurs and EMA have advance information on the planned 
submissions by a pharmaceutical company.”

CHALLENGES SPECIFIC TO POST-AUTHORIZATION 
PHASE
The EMA refers to specific challenges relating to the post-authori-
zation phase of the product lifecycle. As well as being longer than 
the pre-authorization phase, “it is also characterised by its com-
plexity with a wide variety of different processes and procedures 
which may also run in parallel”.

“One important factor to be taken into account in this respect is 
that there exists – at least from a theoretical viewpoint – the pos-
sibility for a multitude of different compositions of the MNAT con-
cept in the post-authorisation phase.”

The four possible phases of the expansion are as follows:

 • 1st phase: existing MNAT pre-authorization (co)-rapporteur-
ships -> MNAT post-authorization (co)-rapporteurships for ex-
tension of indication and line extension applications.

 • 2nd phase: no existing MNAT pre-authorization rapporteur 
and/or co-rapporteurships -> MNAT post authorization rappor-
teur and/or co-rapporteurships for extension of indication and 
line extension applications.

 • 3rd phase: if there is demand from the NCAs to further extend 
to other procedures: as above, but for other Type II variation 
procedures with the exception of safety Type II procedures led 
by the EMA’s pharmacovigilance committee, the PRAC, and 
worksharing procedures.

 • 4th phase: if there is further demand, all the procedures ex-
cluded in the 3rd phase, as well as other post-authorization 
procedures involving the PRAC.  

From the editors of Scrip Regulatory Affairs. Published online  
February 3, 2017

EU Extends Pilot On Splitting Mutual 
Recognition/Decentralized Procedures
VIBHA SHARMA  vibha.sharma@informa.com

Drug companies are being given an-
other year – until the end of 2017 
– to participate in an ongoing EU 

pilot that allows them to split their mutual 
recognition and decentralized procedure 
licences to suit their respective business 
strategies.

Splitting MRP/DCP lines may be useful in 
cases where companies sell their licenses 
to different marketing authorization hold-
ers for specific EU member states and the 
new MAHs are planning different devel-
opment routes for these products. In such 
cases, splitting a MRP/DCP into several 
smaller lines could help ensure that the 
MAHs do not file unnecessary variation ap-
plications for their products and are able to 
keep their dossiers clear.

Explaining the advantages of splitting 
MRP/DCP lines, Beata Stepniewska, deputy 
director general and head of regulatory af-
fairs at the generics and biosimilars trade as-
sociation, Medicines for Europe, told the Pink 
Sheet that there may be situations where 
a company may wish to split its marketing 
authorization in one or more country. For 

example, if a part of a company is bought 
or sold, or in cases where an R&D developer 
licenses out one DCP wave to more than 
one marketing company. In such cases, she 
believes, splitting of MRP/DCP lines would 
enable faster business interactions without 
placing extra burden on companies or na-
tional competent authorities.

The pilot on splitting of MRP/DCP lines 
was launched last year. It also initially en-
abled drug companies to merge their MRP/
DCP lines to suit their business needs. (Also 
see “ EU To Test Merging & Splitting Of Licences 
Under Mutual Recognition/Decentralized Pro-
cedures “ - Pink Sheet, 7 Jan, 2016.)

The part of the pilot on splitting of MRP/
DCP lines is being extended by another year 
to gain more experience with such proce-
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dures, said the CMDh, the EU group that co-
ordinates the approval of human medicines 
evaluated through the mutual recognition 
and decentralized procedures. The CMDh is 
not placing a maximum limit on the num-
ber of splitting procedures that can be un-
dertaken during the pilot phase and will 
soon be issuing more information on how 
companies can participate. Stepniewska 
said Medicines for Europe member compa-
nies will continue with their contribution to 
the extended pilot in 2017.

The concept of merging or splitting 
MRP/DCP lines is relatively new and it was 
developed by the Medicines for Europe in 
dialogue with the CMDh. The concept is 
more relevant for generic companies than 
R&D-based companies as there is greater 
involvement of third parties in generic 
business models, explained Stepniewska.

With respect to merging, Stepniewska 
explained that there are limitations in 
the current DCP format because of which 
some medicinal products end up being 
part of several DCP procedures, which 
leads to multiple post-approval variations 
being submitted and also results in each 
applicable reference member state having 

to write an assessment report. The possibil-
ity to merge those DCPs lines with a single 
reference member state chosen by the ap-
plicant company can lead to measurable 
reduction in regulatory workload for agen-
cies as well as for industry, she added.

Stepniewska believes that a combina-
tion of merging and splitting procedures 
could drive rapid consolidation in the total 
number of DCPs, thereby reducing overall 
regulatory complexity in the system by 
sweeping away the use of parallel refer-
ence member states for the same dossier 
and removing redundant marketing au-
thorizations.

When the initial pilot was launched, 
there was an overwhelming response from 
companies regarding the merging of MRP/
DCP lines. (Also see “Pharma Taken By EU 
Pilot On Merging MRP/DCP Lines “ - Pink 
Sheet, 12 May, 2016.)

Stepniewska said Medicines for Europe 
member companies had showed great in-
terest in the initial pilot and “I received a lot 
of candidates in [response to] the initial call 
for volunteers in 2016”. Specifically, for the 
merging part of the pilot last year, generic 
and OTC drug makers had submitted over 

60 applications for merging their MRP/DCP 
lines, of which 10 were admitted in accor-
dance with the maximum permissible limit 
of the pilot. Regarding the splitting part 
of the pilot, there were eight applications 
from generic drug makers and all of these 
were admitted.

Stepniewska was hoping that based on 
the “positive experience” with the pilot 
until now, the CMDh would have already 
established the splitting process as a regu-
lar part of “DCP/ MRP maintenance”. Nev-
ertheless, she said Medicines for Europe 
member companies will continue to par-
ticipate in the extended 2017 pilot.

MERGING PILOT YET TO 
EVALUATED
Regarding the merging of MRP/DCP lines 
during the initial pilot, the CMDh said it had 
still not evaluated this part as not all proce-
dures have been finalized. More information 
on the CMDh’s experience with merging of 
MRP/DCP lines will be made available once 
all procedures are finalized.  

From the editors of Scrip Regulatory Affairs. 
Published online February 8, 2017

Obamacare Repeal May Be Delaying  
User Fee Bill, Rep. DeGette Says
DERRICK GINGERY  derrick.gingery@informa.com

The US FDA’s user fee renewal seems to have taken a back-
seat temporarily to Obamacare reform on Capitol Hill, and 
discussions to build the necessary legislation now may be 

behind schedule.
Rep. Diana DeGette, D-Colo., said Feb. 8 that FDA staff now 

are talking to Hill staff about the prescription drug, generic drug 
and biosimilar user fee agreements. They were delayed when the 
Trump administration took office and paused government com-
munications.

But there have not been a lot of in-depth talks at the member 
level yet, in part because of the “chaos” surrounding Republican 
plans to repeal and replace the Affordable Care Act, DeGette said. 
“It’s already February and there are some serious discussions that 
need to happen,” she said following a panel discussion at a Holland 
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and Knight health care symposium.
Among the highest priorities of the administration is repealing 

and replacing Obamacare, although it is unclear when the legisla-
tion could emerge. (Also see “HHS Nominee Price Sidesteps Medi-
care Drug Pricing Negotiation Questions” - Pink Sheet, 19 Jan, 2017.)

The user fee bill, because it is considered must-pass, also can 
take a long time to formulate and perfect. The legislation usually 
becomes a large package containing not only the reauthorization 
agreements, but many other enhancements for FDA and other 
health-care related issues.

Typically, Congress wants the bill completed long before the ex-
isting user fee agreements expire Oct. 1, in part so FDA does not 
have to notify employees that they could be laid off if the program 
is not renewed. To avoid those notices, Congress usually hopes to 
pass the legislation by June, and that is the GOP’s current deadline.

In 2012, the House and Senate moved the bill in late June (Also see 
“Sen. Burr Tries To Pull FDASIA Over For Speeding As Senate Sends Bill To 
White House” - Pink Sheet, 26 Jun, 2012.). But the 2007 reauthorization 
nearly missed the deadline and was passed days before layoffs would 
have started. (Also see “Congress Approves FDA Reform/User Fee Bill In 
The Nick Of Time” - Medtech Insight, 24 Sep, 2007.)

Before the Congress convened in January, there had been some 
Republican hope for a fast repeal of the ACA, but discussion of Obam-
acare now includes the term “repair” and the GOP is quickly exhaust-
ing the supply of words that start with “R” that can describe their effort.

So if those broader reform efforts continue to take up the loin’s share 
of healthcare work on the Hill – and if the newly energized Democratic 
opposition wants to exploit the user fee legislation to force battles on 
tangential issues like drug pricing – Congress could be finishing the 
reauthorization bill much closer to the renewal date.

DeGette acknowledged that the user fee legislation could be the 
vehicle for drug pricing legislation. Those conversations may hold up 
the bill. One bill already has been introduced that would create a six-
month priority review pathway for generics as well as a priority review 
voucher program, which could be considered a drug pricing solution. 
But the proposal conflicts with one negotiated as part of GDUFA II 
and stakeholders are not sure whether it would accomplish its in-
tended goals. (Also see “Drug Pricing Bill May Make Six-Month ANDA 
Review Slower Than Eight-Month Review” - Pink Sheet, 2 Feb, 2017.)

An Energy and Commerce Committee spokesperson said com-
pleting its work on the user fee reauthorizations in a timely manner 
is an important priority.

The user fee renewals are in a unique situation this year because 
they were negotiated under one administration and would be im-
plemented by another. Some have worried that the Trump admin-
istration would try to reopen the agreements because they had no 
part in creating them. (Also see “PDUFA VI: Industry Ready For ‘Hard 
Sell’ To Keep Agreement Intact” - Pink Sheet, 19 Dec, 2016.)

COMMISSIONER NOMINATION MIGHT DELAY USER 
FEE BILL, TOO
Aside from the congressional fixation on ACA repeal, a number of 
other problems are delaying the user fee bill moving forward, De-
Gette said, including the lack of a permanent FDA commissioner. 
An acting leader may not command the clout that a confirmed 
commissioner would in discussions about FDA policy changes.

Several candidates have surfaced, but Trump has not announced 
his pick. (Also see “FDA Commissioner Candidate Gulfo Hates Break-
through, Wants To Reevaluate User Fees” - Pink Sheet, 26 Jan, 2017.) 
He may be waiting for Rep. Tom Price, R-Ga., to be confirmed as 
HHS Secretary. (Also see “FDA’s Next Commissioner: Will Trump Fol-
low Hamburg Or McClellan ‘Schedule’?” - Pink Sheet, 30 Jan, 2017.)

HIRING FREEZE RAISES LEGISLATIVE QUESTIONS, 
DEGETTE SAYS
In addition, Degette and others are waiting for answers to ques-
tions about the White House hiring freeze, which Trump imple-
mented via executive order. It is unclear whether user fee support-
ed hiring will be allowed during the freeze. (Also see “Next Steps 
On US FDA Hiring: Lobby For Strong Long-Term Plan After Freeze Is 
Lifted” - Pink Sheet, 25 Jan, 2017.) PDUFA VI includes a commitment 
from FDA to hire 230 FTEs, and industry is likely to be unhappy to 
pay the increased fees if the agency can’t hire the additional staff 
they are supposed to support.

The 21st Century Cures legislation also gave FDA enhanced hir-
ing abilities, which DeGette wants clarified in relation to the hiring 
freeze. A co-author of the legislation, she reiterated that imple-
mentation of Cures would be in danger if FDA and other agencies 
do not get the necessary staff.

DeGette also said efforts to enhance drug approvals will require 
additional staff. “We have to have a sufficient number and we have 
to have people who are qualified to actually do the reviews of some 
of these very complicated devices and the new drugs coming on 
the market,” she said. “In the past they’ve really had issues with that, 
which I think will only be exacerbated if we have severe cuts.”

Among the changes Cures made was giving FDA the ability to 
offer higher salaries to attract the experts it needs. The agency has 
hundreds of openings that it has struggled to fill. (Also see “CDER’s 
50 Open Leadership Posts Could Be Bigger Hiring Challenges After 
Trump Freeze” - Pink Sheet, 2 Feb, 2017.)  

Published online February 8, 2017
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FTC’s ‘Awesome’ Suit Against Shire Targets Citizen Petitions
BRENDA SANDBURG  brenda.sandburg@informa.com

In a striking move, the Federal Trade Com-
mission filed its first enforcement action 
against a company alleging abuse of 

FDA’s citizen petition process.
In a Feb. 7 complaint against Shire PLC 

subsidiary Shire ViroPharma Inc., FTC as-
serts that the company’s 46 filings over six 
years, including 24 citizen petitions and 
three lawsuits against FDA, were intended 
to delay approval of generic versions of its 
antibiotic Vancocin (vancomycin) and ex-
clude competition. The Commission said 
this is “by far, the most filings that any firm 
has ever made to the FDA concerning a 
single drug product.”

Antitrust attorney David Balto, a for-
mer policy director at FTC, described the 
complaint as “just awesome.” “This case is 
solid on every count, compelling on every 
point,” he said, adding “Courts don’t like to 
see the litigation process misused.”

Balto said it is quite striking that this is 
the first enforcement action taken by Mau-
reen Ohlhausen, who was named acting 
chair of the Commission last month. He 
noted that she has advised the Commis-
sion to go slow in its sometimes aggressive 
enforcement actions involving intellectual 
property rights and her action here “shows 
how Shire’s conduct was beyond the pale.”

As an example of her more cautious ap-
proach, last year Ohlhausen voted against 
filing a complaint against Endo Pharma-
ceuticals Inc., Watson Laboratories Inc. 
and Impax Laboratories Inc. for their so-
called pay-for-delay settlement of Opana 
ER (oxymorphone extended-release) and 
Lidoderm (lidocaine) patent litigation. 

NO SUPPORTING CLINICAL DATA
ViroPharma Inc. filed its first citizen peti-
tion in 2006 challenging FDA’s revision 
of its bioequivalence testing standards 
for generic Vancocin (which is indicated 
to treat C. difficile-associated diarrhea, a 
potentially life-threating gastrointestinal 
infection) to permit in vitro dissolution 
testing instead of in vivo testing. (Also see 
“ViroPharma Sets Legal Argument Against 

FDA Decision On Generic Vancocin” - Pink 
Sheet, 1 Jun, 2006.)

“ViroPharma was well aware that it need-
ed supporting clinical data to have any 
chance of persuading the FDA to require 
in vivo clinical endpoint studies to demon-
strate bioequivalence,” the complaint says. 
But the company “continued to submit 
filing after filing without any supporting 
clinical data.” In addition to formal filings, 
the complaint says the company objected 
to FDA’s in vitro dissolution guidance for 
generic Vancocin in dozens of telephone 
calls, emails, and letters to various FDA of-
fices and divisions.

PETITIONS RAISED ‘LEGITIMATE 
QUESTIONS,’ SHIRE ARGUES
“Shire believes the FTC’s challenge to Vi-
roPharma is wholly without merit, and 
will vigorously defend these claims,” the 
company said in a Feb. 7 statement. “Viro-

Pharma’s actions were in furtherance of its 
fundamental right to petition the govern-
ment, which is guaranteed and protected 
by the First Amendment, and raised legiti-
mate issues … involving complex scien-
tific questions that had significant public 
health implications.”

The original petition and subsequent 
supplements “challenged on scientific 
grounds the FDA’s adoption of a lower in 
vitro threshold for approving generic ver-
sions of Vancocin. Although the FDA ul-
timately modified its policy to require in 
vivo testing for bioequivalence in some 
instances, it declined to return to a policy 
that did not allow any in vitro testing as Vi-
roPharma had advocated,” Shire said.

“In 2012, the FTC initiated an investiga-
tion of ViroPharma’s conduct relating to 
the citizen petition and subsequent filings,” 
the firm noted. “Shire acquired ViroPharma 
in January 2014, and divested Vancocin in 
August 2014. The Company played no role 
in ViroPharma’s challenged petitioning, 
which took place between 2006 and 2012.”

CONSULTANTS’ ROLE 
SPOTLIGHTED
FTC said that while ViroPharma under-
stood its petitioning campaign was un-
likely to change FDA’s position, it learned 
through consultants that the petitioning 
was delaying the agency’s approval of ge-
neric Vancocin.

The complaint, filed in the US District 
Court for the District of Delaware, repeat-
edly notes the role consultants played in 
conveying information to ViroPharma.

“In July 2006, around the time ViroPhar-
ma submitted Citizen Petition Filing 4, a 
consultant reported to ViroPharma that, 
based on his interviews of approximately 
thirty industry participants, the FDA would 
likely approve generic Vancocin capsules 
without in vivo clinical endpoint studies,” 
the complaint says. “A few months later, 
in an October 2006 report to ViroPharma, 
the consultant confirmed that at least one 
generic company had filed an ANDA for 

L I T I G AT I O N
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generic Vancocin Capsules and expected 
approval by the end of 2007.”

The complaint says the company re-
tained another consulting firm in 2008, 
which told ViroPharma that “‘the only thing 
holding up final approval of a Vancocin ge-
neric is the pending decision on ViroPhar-
ma’s Citizen Petition.’”

The complaint redacts a large section 
describing the advice consultants gave 
ViroPharma as to what it should do after 
an FDA advisory committee unanimously 
endorsed the use of dissolution data to 
establish bioequivalence of generic Vanco-
cin. (Also see “Generic Vancocin Gets Cmte. 
Endorsement, But So Do New Brand Prod-
ucts” - Pink Sheet, 10 Aug, 2009.)

Balto said the Commission could have 
pursued a case against the consultants as 
they could be liable for aiding and abet-
ting Shire’s cause. “Consultants should be 
put on notice” that such activity “puts them 
in the cross hairs of FTC,” he said.

The complaint also points to ViroPharma’s 
significant price hikes for Vancocin after ac-
quiring rights to the drug from Eli Lilly & Co. 
in November 2004. The complaint redacts 

the increased prices but notes that US sales 
for the drug grew from about $40m in 2003 
to almost $300m by 2011. 

CITIZEN PETITIONS 
CHALLENGED BY PURCHASERS
In April 2012, FDA issued an 87-page re-
sponse to ViroPharma’s citizen petitions, 
rejecting the company’s arguments and 
its claim to three-year marketing exclusiv-
ity for including a significant new use in a 
supplemental new drug application sub-
mitted in April 2010. At the same time, the 
agency approved three abbreviated new 
drug applications for generic Vancocin. 
(Also see “Vancocin Generics Launch As FDA 
Finds ViroPharma’s Label Fails “Significant 
New Use” Test” - Pink Sheet, 10 Apr, 2012.)

The company then filed its third suit 
against FDA requesting a preliminary in-
junction to require FDA to withdraw ap-
proval of the generic drugs. A district court 
judge denied the request. (Also see “Antibi-
otic Indications: Definition Of “Significant” 
Remains In FDA’s Hands After Vancocin Rul-
ing” - Pink Sheet, 24 Apr, 2012.)

The complaint says that without Viro-

Pharma’s exclusionary conduct, generic en-
try likely would have occurred by July 2010 
or even earlier and that consumers would 
have saved hundreds of millions of dollars.

The FTC requests that Shire be perma-
nently enjoined from engaging in similar 
conduct in the future and that the court 
grant other equitable relief, including res-
titution or disgorgement.

While this is the first FTC suit targeting 
citizen petitions, Kurt Karst, a director at Hy-
man, Phelps & McNamara, notes in an FDA 
Law Blog post that several suits have been 
filed by others, usually direct or indirect pur-
chasers, challenging a company’s petition-
ing activity. For example, in In re Wellbutrin 
XL Antitrust Litigation, plaintiffs alleged that 
Biovail Corp. and GlaxoSmithKline PLC pre-
vented generic versions of Wellbutrin XL (bu-
propion) by filing sham patent infringement 
suits and sham citizen petitions. And in In 
Re: Flonase Antitrust Litigation the plaintiffs 
alleged GSK submitted a series of sham pe-
titions to delay generic versions of Flonase 
(fluticasone).  

Published online February 8, 2017
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FDA’s NDA And BLA Approvals: Parsabiv, Emflaza
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

Kai (Amgen) Parsabiv (etelcalcetide) Calcimimetic for secondary hyperparathyroidism in adults with 
chronic kidney disease (CKD) on hemodialysis. S, 1 2/7/2017

Marathon Emflaza (deflazacort) Glucocorticosteroid in 4 tablet dosages to treat Duchenne  
Muscular Dystrophy in patients 5 years of age and older P, 1 2/9/2017

Marathon Emflaza (deflazacort) Glucocorticosteroid 22.75 mg/mL oral suspension to treat Duch-
enne Muscular Dystrophy in patients 5 years of age and older P, 1 2/9/2017

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

pink.pharmamedtechbi.com


12   |   Pink Sheet   |   February 13, 2017 © Informa UK Ltd 2017

Industry Needs To Submit Fewer Safety Reports, US FDA 
Official Says
MICHAEL CIPRIANO  michael.cipriano@informa.com

In a critical assessment of industry, FDA official Jonathan Jarow 
hit sponsors for too frequently deciding to “pull the fire alarm” by 
submitting uninformative Investigational New Drug expedited 

safety reports.
Speaking at DIA’s recent Pharmacovigilance and Risk Manage-

ment Strategies Conference, Jarow, who serves as senior medical 
advisor to Center for Drug Evaluation of Research Director Janet 
Woodcock, told the industry-dominated audience that companies 
need to refrain from submitting such reports when they do not think 
emerging adverse events are related to the investigational drug.

“We know that many investigators never read these reports,” Ja-
row said. “I suspect that many people within the FDA don’t read 
these reports. And what we have is a problem of if you pull the 
fire alarm 100 times a day in your school, people eventually stop 
responding. And so what we have is a lot of noise, and potentially a 
safety issue in that a real signal is not being paid attention to.”

“I think that this is largely industry’s fault. Industry is expected, 
and part of the IND regulations, to train their investigators. And so 
there should have been training on this.”

FDA published a final rule in 2010 and subsequent guidances in 
2012 and 2015 detailing safety reporting requirements for INDs. 
Sponsors are required to submit expedited reports to FDA alert-
ing the agency of potentially serious risks from clinical trials within 
15 calendar days after they receive the safety information. The re-
quirements, however, have yet to sink in with industry, Jarow says.

Jarow pointed to FDA’s Office of Hematology and Oncology 
Products – which he said receives the “lion’s share” of the expedited 
reports – as an example. OHOP gets about 17,000 initial safety and 
follow-up reports each year, but as of 2014, only 14% of reports 

sent to the office were informative, Jarow said. The rest of them did 
not meet the criteria of the rule.

According to the final rule, sponsors must submit expedited re-
ports to FDA when:

 • Findings from clinical studies, epidemiological studies or 
pooled analyses of multiple studies suggest a significant risk in 
humans exposed to the drug;

 • Serious suspected adverse reactions that occur at an increased 
rate than listed in the protocol or investigator brochure; and

 • Serious adverse events from bioavailability and bioequivalence 
studies.

Sponsors should not submit expedited reports for anticipated 
events, studied endpoints or known adverse events and their ob-
vious and their anticipated impacts, the rule states. For example, 
Jarow said, if severe diarrhea is a known adverse event, and a sub-
ject suffers from dehydration as a result of that, sponsors need not 
submit a report, as it is anticipated that people with severe diar-
rhea will get dehydration.

Jarow added that follow up reports should only be submitted “if 
there is a significant change in the diagnosis or severity that uncov-
ers a new safety signal. You can send all that information to us. … 
But don’t send it as an expedited safety report.”

INDUSTRY ERRING ON SIDE OF CAUTION
Marsha Millikan, an advisor on expedited reporting and global 
patient safety for Eli Lilly & Co., said that one reason industry has 
been over-submitting expedited reports was because companies 
are erring on the side of safety.

“We feel what we are doing is for the safety of patients,” Millikan 
said. “We don’t want to miss something. There are a lot of concerns 
of companies on individual reporting, where if we don’t send it 
in, are going to be found to be hiding something? Is this going 
to come back in an inspection when we are submitting to get the 
drug marketed that there are reports we should have sent in?”

Jarow, however, rejected the conservatism concern. When in-
dustry says, “Well how could you never be certain that [an adverse 
event] not related to the drug?” Jarow says “if you’ve got that at-
titude then everything is related.”

“ I think that this is 
largely industry’s 
fault. Industry 
is expected, and 
part of the IND 
regulations, to train 
their investigators. 
And so there should 
have been training on 
this.” – CDER’s Jarow

D R U G  S A F E T Y

“ When your safety report says, ‘We 
don’t think this is related to our 
drug,’ which we see all the time, 
don’t send it to us.” – CDER’s Jarow
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“When your safety report says, ‘We don’t think this is related to 
our drug,’ which we see all the time, don’t send it to us,” Jarow said.

Millikan added that others in industry have called for more guid-
ance from FDA, including what the agency wants in a report. She 
also noted that many companies have hired “gatekeepers” to re-
view expedited reports from their company before they were sub-
mitted to FDA to avoid over-reporting.

GLOBAL HARMONIZATION UNLIKELY
Panelists also noted that a lack of global harmonization is a con-
tributing factor to the issue, as sponsors deal with the issue of 
expedited reporting differently with FDA than they do with other 
global regulatory agencies.

In the European Union, for instance, both sponsors and investi-
gators can report to member states reasonable suspected causal 
relationships of adverse events to the investigational drugs. In the 

US, however, sponsors can overrule an investigator determination.
Additionally, FDA is less conservative in its criteria for expedited 

safety reports. Leann Marie Fieldstad, vice president of global phar-
macovigilance operations at Parexel International Corp., noted 
that there are differences between what FDA wants in follow-up 
reports compared with other global regulators. 

“Companies have had to establish specific definitions around 
what is clinically relevant, what is the specific information required 
[based on the agency],” Fieldstad said. “It’s challenging to be able to 
specify reporting rules country by country.”

Jarow, however, said he does not see global harmonization any-
time soon. While global harmonization would be ideal, Jarow said, 
EMA officials have told him that the agency doesn’t plan to change 
its processes on the topic.”  

Published online February 7, 2017

Advisory Committees:  
US FDA Gets Out Of The Redaction Business
SUE SUTTER  sue.sutter@informa.com

T he US FDA’s decision to stop redacting the curricula vitae (CV) 
of advisory committee members before public disclosure 
should increase transparency and save agency resources, but 

it also resolves a lawsuit brought by the Public Citizen Foundation.
In a notice that will appear in the Feb. 6 Federal Register, FDA said 

it will no longer review and redact potentially confidential informa-
tion from advisory committee members’ CVs before public release.

Instead, FDA is placing the onus on individual advisory commit-
tee members and nominees to remove any confidential informa-
tion from CVs before submission. All information contained in a CV 
submitted for an individual selected to serve on an advisory com-
mittee will be available for public posting.

Individuals interested in serving on advisory committees also 
will have to submit a written consent form with their CV.

“The consent form requires that the nominee affirm that the 
CV does not include any confidential information, including in-
formation pertaining to third parties that the nominee is not 
permitted to disclose,” the notice states. “A nominee will be re-
quired to submit a signed consent form in order for the nomina-
tion to be considered complete.”

Current advisory committee members will have to sign similar 
consent forms each time they submit an updated version of their 
CV, which is typically requested annually.

BUILDING TRANSPARENCY …
The notice frames the policy change as one aimed at increasing pub-
lic awareness of the qualifications of FDA’s external experts, thereby 

Individuals interested in serving on 
AdComms and current members 
must submit a consent form 
with their CV affirming that no 
confidential information is included.
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boosting public confidence in the advisory committee process.
“Transparency in FDA’s activities and decision-making allows 

the public to better understand the agency’s decisions, increasing 
credibility and promoting accountability,” the notice states. “Ensur-
ing greater public awareness of the qualifications of individuals 
responsible for assisting the agency in making important policy 
decisions is an important factor in ensuring such transparency.”

However, FDA also identifies an opportunity to save on internal 
resources by getting out of the CV redaction business.

Requiring advisory committee nominees and members to at-
test that their CVs do not include any confidential information 
“will help conserve limited FDA resources by ensuring that the 
individual most familiar with the information contained in the 
CV, as well as any contractual or confidentiality agreements that 
might affect their ability to disclose that information, assumes 
the responsibility for determining whether the information may 
be released publicly.”

FDA makes clear the responsibility lies entirely with the indi-
vidual; it will not tell nominees or current members whether spe-
cific information in their CVs is confidential or otherwise should 
be removed.

The emphasis on promoting transparency and streamlining the 
advisory committee process aligns with goals laid out in a Jan. 18 
blog post by then-Commissioner Robert Califf shortly before he 
left the agency.

Califf said FDA was working to modernize and streamline meet-
ing planning and member screening to ensure the agency obtains 
the best possible advice to aid regulatory decision-making. (Also 
see “US FDA May Change Advisory Committee Planning, Member 
Screening” - Pink Sheet, 23 Jan, 2017.)

… WHILE SETTLING A LAWSUIT
Although not mentioned in the agency’s Federal Register no-
tice, the policy change is part of a settlement agreement with 
Public Citizen of an April 2016 lawsuit that challenged FDA’s re-
daction policies.

In a complaint filed in US District Court for the District of Co-
lumbia, Public Citizen sought to compel FDA to provide unre-
dacted copies of CVs for all advisory committee members and to 
halt what the consumer group asserted was the agency’s unlaw-
ful withholding of details about its experts’ background and ex-
perience. The group alleged the agency routinely redacted infor-
mation, such as grants, clinical research and publications, that fall 
outside Freedom of Information Act (FOIA) exemptions. (Also see 
“FDA Advisory Committee Disclosures Sought In Public Citizen Suit” 

- Pink Sheet, 28 Apr, 2016.)
In November, US District Judge Amit Mehta granted a motion 

jointly filed by Public Citizen and FDA to stay the legal proceedings 
until Jan. 18 pending settlement discussions. On Jan. 18, Judge 
Mehta extended the stay by one day to Jan. 19, the day before 
President Donald Trump’s inauguration.

On Jan. 23, the judge again granted a joint motion to stay the 
legal proceedings, this time until Aug. 28. In the motion, FDA and 
Public Citizen said they had “reached an agreement that involves, 
among other things, an anticipated change in policy by the FDA.” 
Once the policy change is implemented, the parties will file a stipu-
lation and order for court approval, which will result in the lawsuit’s 
dismissal, the joint motion said.

Public Citizen attorney Rachel Clattenburg told the Pink Sheet that 
FDA’s policy change announced in the Federal Register notice is in 
response to the lawsuit “and reflects our settlement discussions.”

“For years, FDA has redacted extensive information from the CVs 
of advisory committee members,” Clattenburg said. “The redacted 
information is often innocuous, like the names of the advisory 
committee members’ thesis advisors and preceptors from 20 years 
ago, their community service activities, or the names of their col-
leagues, which the DC Circuit [Court of Appeals] held decades ago 
cannot be redacted under FOIA.”

Much of the redacted information is publicly available else-
where, including on individuals’ own websites, she said.

“Some of the redacted information is crucial for assessing ad-
visory committee members’ qualifications and possible conflicts, 
such as the names of pharmaceutical companies that sponsored 
their research, the amounts of the grants for that research, and 
the research topics,” she said. “We are pleased that FDA is now 
making its policy for posting advisory committee member CVs 
compliant with the law.

Clattenburg said that all along advisory committee members have 
submitted only the information in a CV that they wanted to share.

“A CV is created with the purpose and expectation of sharing 
the information within it, and advisory committee members sub-
mit their CVs with no expectation that FDA will keep them con-
fidential or private,” she said. “FDA was the one that decided it 
should be hidden.”

CONSENT COMING SOON FOR CURRENT 
PANELISTS
The consent requirement will take effect in 30 days for current ad-
visory committee members who submit updated CVs.

For individuals interested in serving on advisory committees, a 
consent form will not be required until the Office of Management 
and Budget approves the information collection.

In a separate Federal Register notice requesting comments on 
the information collection, FDA estimates it will receive 553 appli-
cations annually for membership on one of its advisory commit-
tees, with each submission estimated to take 15 minutes through 
the agency’s electronic submission portal.  

Published online February 5, 2017

FDA’s policy change on CV 
submission and redactions “reflects 
our settlement discussions.”  
– Public Citizen’s Clattenburg



pink.pharmamedtechbi.com February 13, 2017   |   Pink Sheet   |   15

G E N E R I C  D R U G S

Generic Drug Review At US FDA:  
Has Submission Rush Ended Or Just Paused?
DERRICK GINGERY  derrick.gingery@informa.com

Sponsors’ excitement to claim a po-
tentially 10-month ANDA approval 
may have diminished when the clock 

turned to the new year.
After submitting 424 ANDAs combined 

in October, November and December, 
sponsors sent only 57 applications to the 
agency in January, according to data post-
ed Feb. 7. It is a substantial drop-off that 
may signal the rush that characterized the 
start of fiscal year 2017 may have ended.

The January total is nearly 53% lower 
than the monthly average number of AN-
DAs that have been submitted, as well as 
the lowest monthly total since April 2016. 
It also is a significant drop from the 235 
ANDAs that were submitted in December 
(see charts).

When FY 2017 began, FDA’s Office of 
Generic Drugs rolled out a 10-month re-
view timeline for the first time, along with 
a lower user fee. A number of sponsors 
likely were holding applications to take ad-
vantage of it rather than use the 15-month 
pathway that was in place in FY 2016. (Also 
see “Another ANDA Submission Surge Be-
gins” - Pink Sheet, 21 Nov, 2016.)

A spike eventually leads to a lull, how-
ever. In the months after the generic drug 
user fee program’s most famous ANDA 
bolus in FY 2014, the agency only received 
eight ANDAs combined over the following 
two months. (Also see “ANDA Lull Begins: 
OGD Receives Four Applications In July” - 
Pink Sheet, 25 Aug, 2014.)

Robert Pollock, senior advisor and out-
side director to the board of Lachman Con-
sultant Services, told the Pink Sheet that it 
is unclear whether this rush is over because 
projecting industry and FDA action is dif-
ficult. But he also said more submission 
spikes are expected throughout the year.

In the GDUFA era January traditionally is 
a slow month for submissions, in part be-
cause December tends to be busier than 
normal as companies meet their year-end 
goals by submitting applications.

The 76% difference between December 
and January submission totals in FY 2017 
was significant – the second largest drop 
seen since GDUFA began in October 2012. 
In FY 2016, the difference was 78% (see 
table, p. 16).

The drop-off likely is good news for OGD. 

Even though it has maintained high ap-
proval rates for more than a year, it looked 
as if the agency could fall further behind 
with its workload if industry maintained its 
first quarter submission pace. January’s fig-
ure lowered industry’s expected FY 2017 
total to 1,443. In December the expected 

Industry may have ended the rush of ANDA submissions, as the total plummeted in Jan-
uary after a spike in December. Approvals also dropped again in January, but remained 
in line with the monthly average seen in FY 2016.

Source: FDA ANDA activity report data

ANDA Submission Rush Retreats... 

As Approvals Also Move Downward
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annual total was nearly 1,700 ANDAs, 
which would have been a new submission 
record. Still, the new expected total is only 
30 less than the FY 2014 record. (Also see 
“ANDA Stress Test: End-Of-Year Submission 
Bolus Pressures US FDA Review System” - 
Pink Sheet, 9 Jan, 2017.)

RTRS SKYROCKET TO MORE 
NORMAL LEVEL
A potentially bad sign for some sponsors 
looking to take advantage of the new fast-
er approval time: refuse-to-receive num-
bers jumped in December, a possible indi-
cator that some applications in the bolus 
were not up to agency standards.

FDA will refuse to receive an application 
when its filing review determines that the 
ANDA is missing necessary elements. OGD 
reported 24 RTR actions in December, 
which is triple the total reported in Novem-
ber and the highest total since May 2016. 

January figures have not been posted.
As sponsors worked to finish and sub-

mit ANDAs by the end of the year, typically 
mistakes or omissions are made, which can 
lead to an RTR. It is not clear how many of 
the submissions sent as part of the bolus 
were among those refused, but it seems 
reasonable that some completed the filing 
review in December.

Refusals were down substantially com-
pared to previous years at the start of FY 
2017. The December jump now puts the 
total more in line with historical monthly 
averages. (Also see “Generic Application 
Quality Showing Signs Of Improvement” - 
Pink Sheet, 4 Jan, 2017.)

APPROVALS DROP FOR SECOND 
STRAIGHT MONTH
FDA’s approval output also dropped some-
what for the second consecutive month, 
although it still remains at its elevated level 

seen since 2015.
OGD reported 51 approvals in January, 

which is five fewer than the December to-
tal. It is the lowest monthly output of FY 
2017 so far, but the same as what was re-
ported in the last two months of FY 2016.

The agency now is averaging 55 approv-
als per month, which still is faster than the 
54 per month it averaged in FY 2016. OGD 
also remains on pace to break the record 
for number of approvals granted in a fiscal 
year, which it set last year. (Also see “ANDA 
Approvals, Complete Responses Hit Record 
In FY 2016” - Pink Sheet, 12 Oct, 2016.)

The trend down in approvals may be 
concerning to industry, but it appears that 
there also tends to be a drop in approvals 
between December and January, similar to 
the decrease in submissions.

In four of five fiscal years under GDUFA, 
OGD has approved fewer ANDAs in Janu-
ary than the previous December. The one 
exception was FY 2014, when the agency 
approved 34 ANDAs in January after ap-
proving 30 in December.

Approvals still will have to increase on 
average above their current levels if FDA is 
to gain a better handle on its ongoing and 
incoming ANDA workload. (Also see “Dark, 
Then Dawn: ANDA Workload Approach-
ing Steady State After 2014 Eruption” - Pink 
Sheet, 28 Mar, 2016.)  

Published online February 7, 2017

New Year’s Revelations: ANDA Submission Trends 
FISCAL YEAR DECEMBER JANUARY CHANGE

2013 163 58 -64%

2014 225 85 -62%

2015 43 27 -37%

2016 180 40 -78%

2017 235 57 -76%

Source: FDA ANDA activities report data

Optimize clinical trial design with 
Trialtrove’s new Standard of Care service

RequeST a deMO! 
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GMP Requirement Guidance For Combination 
Products Satisfies Industry
MICHAEL CIPRIANO  michael.cipriano@informa.com

T he US FDA’s final guidance on complying with good manu-
facturing practice (GMP) requirements for combination prod-
ucts didn’t give sponsors everything they wanted in terms of 

changes to the draft, but it seems like it gave them enough.
The guidance – released Jan. 11 as part of the document dump 

at the end of the Obama Administration – clarifies several items in 
the January 2015 draft guidance industry had requested, including 
what constitutes a convenience kit, that submitting GMP informa-
tion is not routinely required before the clearance of marketing ap-
plications and the applicability of the regulations of combination 
products (CFR 21 part 4) to cross-labeled combination products. 
The guidance is linked to a final rule issued in January 2013 that 
outlines which manufacturing system requirements apply to prod-
ucts that have drug, device and/or biologic components. (Also see 
“Device Industry Seeks More Clarity Following Combo Product GMP 
Final Rule” - Pink Sheet, 28 Jan, 2013.)

Brad Thompson, an attorney with Epstein Becker & Green and 
general counsel for the Combination Products Coalition, told the 
Pink Sheet that the document “is a good guidance document,” and 
that “on the whole, [the coalition] is pleased.”

FDA wrote in notice announcing the guidance that the agency 
“carefully considered the comments received on the draft guid-
ance, and, where possible, has incorporated into the final guidance 
additional detailed discussion of how the requirements apply and 
acceptable CGMP compliance approaches.”

The final guidance was not the only recent event on the combina-
tion products front. FDA also issued draft guidance for combination 
product sponsors on how to prepare a Pre-Request for Designation 
(Pre-RFD). (Also see “Combo Product Consultations At US FDA May Suf-
fer As They Become Formalized” - Pink Sheet, 13 Jan, 2017.)

CONVENIENCE KITS, AND WHY THEY MATTER
Several commenters, including the Combination Products Coali-
tion and the Pharmaceutical Research and Manufacturers of Amer-
ica, sought clarity from FDA regarding how CFR 21 part 4 would 
apply to co-packaged products, specifically convenience kits.

A co-packaged combination product is a kit that includes two 
or more types of medical products, such as a device and a drug. 
The manufacture of the kit is subject to GMP regulations under the 
regulation of combination products.

A convenience kit, however, contains products that are legally 
marketed independently and are packaged in the kit as they are 
when independently marketed (i.e. the device isn’t built into the 
drug’s packaging and is not touching the drug). This type of kit is 
not subject to part 4 GMP requirements, and is only subject to GMP 
requirements for the assembly, packaging, labeling, any steriliza-
tion or further processing of the kit itself.

The guidance clarifies that a kit is not a convenience kit when 
any of its products “are repackaged, relabeled, or otherwise modi-
fied from the independently marketed product.”

Thompson, however, said FDA didn’t provide perfect clarity on 
this topic.

“We wanted the final guidance to clarify that if a kit is combined 
with additional constituent parts, then the kit would still retain 
its independent identity as a kit,” he said. “We recommended lan-
guage that would reinforce that it is the modification of constit-
uent parts prior to kitting (that are then included in the kit) that 
causes the kit to not be considered a “convenience kit” (and not 
the act of kitting itself ). The final guidance did not give us perfect 
clarity around this, though it added additional context about when 
a kit is not considered a convenience kit – in such cases, the manu-
facturer must demonstrate compliance with CGMP requirements 
for the constituent parts and the overall product.”

Roche also sought a similar clarification. The Swiss drug maker 
noted that FDA’s criteria for a convenience kit “implies that the 
products retain their regulatory identity as a drug or device and 
the intended uses remain the same. When used according to their 
labeled intended uses, the safety and effectiveness of the constitu-
ents of the convenience kits are assured. … Roche believes that 
convenience kits should not bear the same regulatory burden as 
the co-packaged combination products.”

FDA, however, stopped short of providing that explicit clarification.

GMPS AND MARKETING APPLICATIONS
Both the Combination Products Coalition and Pfizer Inc. sought 
clarification on whether to include GMP information in marketing 
applications. 

“There seems to be wide variability among FDA reviewers re-
garding documentation of compliance with cGMPs in regulatory 
submissions for combination products,” Pfizer wrote in its com-
ments. The guidance document should clarify that a summary of 
how cGMPs have been incorporated in the product development 
should be included in regulatory submissions, but specific proce-
dures should not be submitted.”

The Combination Products Coalition noted that several of its mem-
bers “have received requests to include cGMP procedures in market-
ing application submissions, and demonstrate compliance with Part 4 
requirements as part of premarket reviews.”

The guidance clarifies that the submission of GMP information 
is not routinely required prior to clearance of 510(k)s. Manufac-
turers of 510(k) combination products should instead identify 
their GMP operating system in the quality system documentation 
at their facilities, the guidance states.

For New Drug Applications (NDAs), Biologics License Applica-

M A N U FA C T U R I N G  Q U A L I T Y
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tions (BLAs) and Abbreviated New Drug Applications (ANDAs), 
the GMP approach should be described in the Common Technical 
Document, the guidance clarifies.

PART 4 AND CROSS-LABELED COMBINATION 
PRODUCTS
The guidance further clarifies part 4’s applicability to cross-la-
beled combination products.

“With regard to cross-labeled combination products, part 4 was 
intended to clarify only that the CGMP obligations applicable to the 
drugs, devices, or biological products also apply to these types of ar-
ticles when they are constituent parts of cross-labeled combination 
products,” the guidance states.

As the draft guidance says of the final rule on GMP requirements 
for combination products, “GMP requirements for constituent 
parts of cross-labeled combination products that are manufac-
tured separately and not co-packaged are the same as those that 
would apply if these constituent parts were not part of a combina-
tion product.”

Roche, however, called for a similar clarification that was includ-
ed in the final guidance to help avoid any confusion.

“However, if both constituent parts do not have labeling that 
include a mutual cross-reference, then the product is not cross-
labeled and is not by definition a combination product and Part 4 

does not apply,” Roche wrote.

PHRMA’S IMPLEMENTATION CONCERNS
PhRMA in its comments raised concerns about how FDA will im-
plement and enforce the guidance to ensure consistency, particu-
larly regarding the streamlined approach.

The streamlined approach PhRMA refers to is one of the two 
ways for single-entity combination products and co-packaged 
combination products to demonstrate compliance with GMP 
requirements. Under the streamlined approach, combination 
product manufacturers can establish a GMP system that satis-
fies drug or device GMPs, as well as key provisions from qual-
ity system regulations for the other product type. (Also see “FDA 
Issues Final Guideline On Combination Product GMPs” - Medtech 
Insight, 11 Jan, 2017.)

The other option is for manufacturers to demonstrate compliance 
with all CGMP regulations applicable to each of the constituents.

“PhRMA recommends that FDA provide industry with additional 
information regarding how the agency will ensure a consistent 
implementation of 21 C.F.R. Part 4 by agency personnel and ad-
ditional guidance on compliance with CGMP requirements under 
the streamlined approach,” PhRMA wrote in its comments.  

From the editors of the Tan Sheet. Published online February 6, 2017
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Tests On Professional Antiseptics Could Influence 
Consumer Hand Wash Market
EILEEN FRANCIS  eileen.francis@informa.com

The additional year FDA is allowing 
for research on the safety of six an-
tiseptic ingredients in health care 

personnel hand washes could generate 
data that determine whether three of the 
ingredients also will remain available in 
consumer hand rubs.

FDA’s Center for Drug Evaluation and Re-
search granted the extension in response 
to manufacturers’ requests for more time 
to complete research on active ingredients 
in OTC monograph antiseptic products 
made for health care personnel: povidone-
iodine, isopropyl alcohol, benzalkonium 
chloride, benzethonium chloride, chloro-
xylenol and ethyl alcohol.

Three of the ingredients – ethyl alcohol, 
isopropyl alcohol and benzalkonium chlo-
ride – also are being studied by manufac-

turers, in a separate rulemaking by CDER, 
to show they are generally recognized as 
safe and effective (GRASE) for use in con-
sumer antiseptic rubs, which are intended 
for use without water and also are part of 
FDA’s OTC antiseptic monograph.

The extension for health care prod-
uct testing, which could be renewed, is 
conditional on the firms starting studies 
demonstrating the substances are GRASE, 
the threshold for inclusion in an OTC drug 
monograph, CDER’s Division of Nonpre-
scription Drug Products stated in Jan. 19 
letters to the American Cleaning Institute 
and manufacturers Ashland Global Hold-
ings Inc.’s Ashland Specialty Ingredients 
business, BASF Corp., Clorox Co., Ecolab 
USA Inc., GOJO Industries Inc., Lonza 
America Inc., and Thomas Swan & Co. Ltd.

In the letters posted to FDA’s docket for 
the antiseptic monograph rulemaking (see 
table below), the agency says firms must 
submit a report describing specific progress 
on the ongoing studies by Dec. 19 and that 
all reports must contain complete data sets, 
analysis, assessment and interpretation. 

FDA is required under a 2013 consent 
decree settling litigation by the National 
Resources Defense Council to publish its 
final monograph for health care antiseptic 
products by Jan. 15, 2018. (Also see “Consent 
Decree Orders FDA Action On Triclosan OTC 
Monographs” - Rose Sheet, 9 Dec, 2013.)

“FDA is prepared to initially defer this in-
gredient from rulemaking for one year, sub-
ject to renewal, to permit these studies to 
be conducted; however, if no such studies 
have been commenced, or if the studies in 

C O N S U M E R  P R O D U C T S
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progress do not appear, in FDA’s judgement, 
to be productive, the agency expects that it 
will proceed to rulemaking for this ingredi-
ent after this initial deferral,” DNDP Director 
Theresa Michele stated in each of the letters.

In a statement, ACI noted the deferral 
provides more time to all companies that 
produce health care antiseptic products 
containing any of the six ingredients. “These 
deferrals from regulation, if granted, would 
apply to the market as a whole, and would 
allow time for efficacy and safety studies to 
be conducted to fill data gaps previously 
identified by FDA,” the trade group said.

Health care antiseptics are hand washes 
and rubs, surgical hand scrubs and rubs 
and patient preoperative skin prepara-
tions, including pre-injection preparations 
primarily used by professionals in hospi-
tals, clinics, doctors’ offices, outpatient set-
tings and nursing homes.

Antiseptic hand washes for health care 
personnel and for consumers are available 
OTC, though some ingredients in prod-
ucts intended for professional use are not 
allowed in consumer washes and those 
products are provided in much larger con-
tainers than consumer product packages.

INDUSTRY’S GAP-FILL 
PROPOSAL PAYS OFF
In its May 2015 proposal to amend the ten-
tative final monograph for health care an-
tiseptic products, FDA identified data gaps 
for 11 of 28 active ingredients.

CDER has said emerging science suggests 
that systemic exposure to some health care 
antiseptic active ingredients is higher than 
previously thought and raises potential 

concerns about the effects of repeated daily 
exposure to some of the ingredients.

ACI submitted proposed protocols for 
studies to fill efficacy data gaps for in vitro 
time-kill assay, minimum inhibitory con-
centration or minimum bactericidal con-
centration testing and the trade group and 
manufacturers also requested more time 
to allow for study completion. However, 
more efficacy and safety data are needed, 
FDA determined.

According to FDA’s letters, the same data 
are needed for each of the six deferred 
ingredients, but recommendations vary 
for the types of studies needed to fill the 
information gaps for different ingredients. 
All ingredients require nonclinical ani-
mal studies – with the exception of ethyl 
alcohol, which does not require nonclini-
cal animal tests – maximal use trials, re-
sistance testing, in vitro time-kill assay, in 
vitro minimum inhibitory concentration or 
minimum bactericidal concentration test-
ing and clinical simulation.

As some studies required for ethyl alco-
hol, isopropyl alcohol and benzalkonium 
chloride are the same in both the health 
care and the consumer hand rub rules, 
FDA’s conclusions on research submitted 
for the health care products could influ-
ence its decisions on consumer products, 
for which GRASE tests must be completed 
in June 2017.

However, the consumer product propos-
al allows a 60-day grace period and firms 
can request testing deferrals like those 
granted for health care product studies. 
With those pathways for additional testing 
time, it is likely that the consumer product 
rule will be finalized later after additional 
testing allowed for health care products 
is concluded, said Richard Sedlak, ACI’s 
executive vice president for technical and 
international affairs.

“The agency said the work we do on 
[ethyl alcohol for health care products] 
should satisfy the consumer hand rub” 
data gaps, Sedlak said in an interview.

“So the principle is there to maximize the 
two,” he added. “But the consumer hand rub 

GRASE for consumer antiseptic hand wash 
ingredient benzalkonium chloride, used in 

products such as Creations Gardens Sanitizer 
and Greenbrier International’s Wet Wipes, or 

ethyl alcohol or isopropyl alcohol could be 
shown in testing for health care professional 

hand wash antispetics.

Ingredients Deferred Under OTC Health Care Antiseptic Monograph 
LETTERS ON INGREDIENTS FIRMS CONTACTED

Povidone-Iodine BASF, Clorox, Ecolab, Ashland Specialty Ingredients

Isopropyl alcohol Ecolab

Benzalkonium chloride Lonza America, Ecolab

Chloroxylenol Ecolab, Thomas Swan & Co.

Ethyl Alcohol GOJO Industries, Ecolab

Benzethonium chloride Lonza America, Ecolab
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rule trails [the health care rule] by roughly a 
year, or a year and a quarter, so you’ll see the 
writing on the wall if FDA says, ‘No, I need 
more data specifically on the consumer 
hand rubs under the health care rule.’”

There are differences in some research 
required for the health care or the con-
sumer products.

“For some of the studies, because you 
have higher frequency of use, or differently 
used applications in the health care set-
ting versus the consumer settings, the FDA 
wants some of the studies to represent that,” 
Sedlak added. “We are working with the 
agency to maximize synergies,” between 
the testing for the separate monographs, 
he said, noting ethyl alcohol as an example.

Under the NRDC consent decree, FDA 
plans to publish a final monograph for 
consumer antiseptic rubs by April 15, 2019.

WASH-OFF INGREDIENTS ALSO 
IN PLAY
In a second rulemaking on consumer prod-
ucts, FDA in September 2016 published 
a final rule for wash-off antiseptics estab-
lishing that 19 active ingredients are not 
GRASE and must be phased out by Sept. 7, 
2017. (Also see “FDA Rule Marks Consumer 
Antibac Soaps A Possible Endangered Spe-
cies” - Pink Sheet, 2 Sep, 2016.)

Most consumer antibacterial wash-off 
products contain one of three ingredients 
that are among those subject to the rule, 
benzalkonium chloride, benzethonium 
chloride and chloroxylenol, which also are 
among the six deferred in the health care 
antiseptics rulemaking.

Companies marketing wash-off products 
with one of the three ingredients have less 
than a year to submit studies to FDA in sup-
port of their GRASE status to remain in the 
monograph. As the deadline for submission 
is several months ahead of the health care 
antiseptic deadline, FDA’s decisions for the 
wash-off ingredients could indicate whether 
FDA will accept safety data for the ingredi-
ents also being considered for inclusion in 
the health care and consumer product rules.

NO DEFERRALS FOR FIVE 
INGREDIENTS
No deferrals were granted for the other 
five active ingredients highlighted in the 

health care ingredient rule, hexylresorcin-
ol, iodine tincture, iodine topical solution 
USP, triclosan and triclocarban, and FDA is 
likely to complete a rulemaking for those 
ingredients by its 2018 deadline.

Sedlak said he is not aware of any other 
companies’ plans to file a request for defer-
rals for those substances.

Triclosan and triclocarban were the fo-
cus of NRDC’s litigation to remove the 
ingredients from the market due to evi-
dence suggesting the substances pose 
endocrine-disruption and other health 
risks while protecting consumers against 
microbial threats no better than plain soap 
and water.

Sedlak said triclosan and triclocarban 
“are largely formulated out” of consumer 
products, but some products likely remain 
available with the ingredients, particularly 
in the health care space.

The fate of the consumer washes and 
rubs rulemaking could be up in the air 
after the Freedom Caucus identified the 
antiseptic rules among a list of 200 rules 
passed or established through executive 
orders during the Obama administration 
that 36 Republicans recommend striking 
altogether or changing to lessen indus-
tries’ regulatory burden. (Also see “Freedom 
Caucus Hit List Includes Antibacterial Soap, 
Supplement Label Rules” - Rose Sheet, 20 
Dec, 2016.)

The caucus had recommended rescind-
ing or canceling the antiseptic wash and 
rub rules altogether due to their cost, which 
are estimated at $106.3m to $402.8m.

Sedlak said legislation to eliminate those 
rules or rulemakings probably isn’t a prior-
ity currently in Congress. “We are monitor-
ing, we are watching, but we don’t have a 
prediction right now where they will go. 
They seem to be busy on a lot of other 
things right now,” he said.

Sedlak says ACI’s relationship with FDA 
is strong. “We’ve been doing this work dili-
gently to support FDA, and they seem to 
be pleased with what we are working on, 
and supportive and our dialogue will con-
tinue to keep these [products] in health 
care facilities,” he said.  

From the editors of the Tan Sheet. Published 
online February 8, 2017
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FDA’s ANDA Approvals
SPONSOR ACTIVE INGREDIENT DOSAGE; FORMULATION APPROVAL DATE

Lupin Atlantis Triamcinolone acetonide 0.025%, 0.1% and 0.5%; topical cream 2/1/2017

Aurobindo Pravastatin sodium 10 mg, 20 mg, 40 mg and 80 mg; tablet 2/2/2017

Mylan Eplerenone 25 mg and 50 mg; tablet 2/2/2017

CSPC Clopidogrel bisulfate EQ 75 mb base; tablet 2/2/2017

Mylan Ethinyl estradiol/ norethindrone 
acetate

0.0025 mg/0.5 mg; tablet 2/2/2017

Aurobindo Nexexta FE (ethinyl estradiol/ nor-
ethindrone)

0.035 mg/0.4 mg; chewable tablet 2/2/2017

Orient Pitavastatin calcium EQ 1 mg base, EQ 2 mg base and EQ 4 mg base; tablet 2/3/2017

Gland Heparin sodium 5,000 units/mL; injection 2/6/2017

Belcher Cefixime 100 mg/5 mL and 200 mg/5 mL; for oral suspension 2/6/2017

Belcher Cefixime 500 mg/5 mL; for oral suspension 2/6/2017

Mylan Etomidate 2 mg/mL; injection 2/7/2017

Tentative Approvals

Aurobindo Cinacalcet HCl EQ 30 mg pbase, EQ 60 mg base and EQ 90 mg base; tablet 1/31/2017

Mylan Bivalirudan 250 mg/vial; injection 2/2/2017

Taro Diclofenac sodium 2%; topical solution 2/3/2017

Accord Lacosamide 50 mg, 100 mg, 150 mg and 200 mg; tablet 2/6/2017
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OTC Evolution For Prestige Brands Combines 
Near- And Long-Term Strategies
MALCOLM SPICER  malcolm.spicer@informa.com

Prestige Brands Holdings Inc.is taking short- and long-term 
steps toward becoming a predominantly OTC drug firm in its 
recent acquisition of C.B. Fleet Co., adding brands including 

Summer’s Eve douche while also expanding its consumer health 
manufacturing capacities.

The $825m deal that closed Jan. 26 also stretches the firm’s 
international consumer health business as about 20% of Fleet’s 
sales are outside the US, primarily in Asian markets, Prestige 
Brands executives said Feb. 2 during the firm’s fiscal 2017 third-
quarter earnings briefing.

CEO Ron Lombardi said Prestige Brands expects eventually to start 
additional OTC drug production at Fleet’s facility in Lynchburg, Va.

“We didn’t step into situation where we need to catch-up on cap-
ital spending. We will look to make investments to help make them 
more efficient and expand their capacities and then longer-term 
we will evaluate what investment might be needed that’s associ-
ated with the products that we might put in there,” Lombardi said 
in response to analysts’ questions.

He said Prestige Brands will determine which products in its 
existing portfolio fit with manufacturing processes and infrastruc-
tures in Lynchburg and move products there over time. “Moving 
any product that is OTC can take two years or more it’s not unique 
to us. So that’s more of a longer-term opportunity but certainly 
high on the list of things we want to execute against.

A more near-term goal is combining supply lines and reduce 
costs by bundling purchases across common suppliers.

“We’re stepping into the shoes of a very well performing, strong 
performing business. And our intent is to continue to invest be-
hind that,” Lombardi added.

Adding Fleet’s brands, meanwhile, has the more immediate im-
pact of expanding Prestige Brands’ footprint in the OTC market. With 
Summer’s Eve becoming its largest brand at over $125m annually as 
the category leader, Prestige Brands expects during its fiscal 2018, 
beginning in April, to reach its goal of around $1bn in revenue from 
85% of its products, all in OTC categories.

“This portfolio evolution shifts the makeup of our organic growth 

portfolio with an increasing number of $100m-plus OTC brands at 
retail,” Lombardi said.

Joining Prestige Brands’ OTC portfolio including BC and Goody’s 
oral analgesics and Monistat vaginal yeast treatment are category 
leaders Fleet enemas and glycerin suppositories and the Pedia-Lax 
pediatric laxative brand. The firm also gained the Norforms femi-
nine deodorant suppository brand, Phazyme gas and acid remedy 
products and the Boudreaux Butt Paste diaper rash line in the deal 
announced in late December. (Also see “Prestige Brands Acquires C.B. 
Fleet, Boosts Women’s OTC Platform” - Pink Sheet, 22 Dec, 2016.)

RETAILER INVENTORIES STRETCH AND SHRINK
The Tarrytown, N.Y.-based firm isn’t reporting only tailwinds, how-
ever. Even as retailers during the October-December period in-
creased their inventories compared to previous quarters, it antici-
pates erratic shipping volumes will continue to affect its revenue 
trends. (Also see “Prestige Brands Prepares To Weather Retailers’ In-
ventory Storm” - Pink Sheet, 8 Nov, 2016.)

“We’ve been facing a slight headwind for quite a while now. Re-
tailers in general reducing inventory through lots of different ways, 
whether regional grocers are closing their own distribution centers 
and moving to a distributor to supply them or reductions in store ac-
counts and so forth. And we continue to expect that will happen in 
the future,” Lombardi said.

Prestige Brands reported 13% growth in net income for the quar-
ter to $31.6m Diluted earnings per share for the quarter were 59 
cents, up from 53 cents in the prior-year period.

Sales for its North American OTC segment grew 7.4% to $177.3m 
while international consumer health sales for the quarter jumped 
33.6% to $18.5 million, driven by products Prestige Brands added in 
its late-2015 acquisition of DenTek Oral Care Inc.

While the biggest part of the former Fleet products’ international 
sales is in Asian markets, DenTek’s sales are strongest in Europe.

Lombardi said DenTek sales are more concentrated in Europe, 
strongest on the UK and growing in Germany. “We combine that 
into our efforts in that region and have been able to take advantage 
of looking to grow that part of the DenTek and Prestige business as 
well. So these are nice small incremental opportunities for us that are 
lower risk in terms of execution,” he said.

Fleet’s international sales accounted for around 20% of its business 
and had a “nice concentration” extending from its Singapore office 
through Asian markets, he added.

Prestige Brands sustained its guidance for its full fiscal 2017, 
which wraps up with the current quarter, at 4.5% to 6% revenue 
growth and adjusted earnings per share of $2.32 to $2.36.  

From the editors of the Tan Sheet. Published online February 6, 2017

“ We will look to make investments 
to help make them more efficient 
and expand [C.B. Fleet’s production] 
capacities and then longer-term we 
will evaluate what investment might 
be needed.”  
– Prestige Brands CEO Ron Lombardi
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Recent And Upcoming FDA Advisory Committee Meetings
TOPIC ADVISORY COMMITTEE DATE

Pediatric-focused safety reviews for various products as mandated by the  
Best Pharmaceuticals for Children Act and Pediatric Research Equity Act; role of 
pharmacogenomics in pediatric product development

Pediatric March 6-7

Strain selection recommendations for influenza virus vaccines for the  
2017-2018 flu season

Vaccines and Related  
Biological Products March 9

Premarketing and postmarketing data about the abuse of Endo’s Opana ER 
(oxymorphone extended-release), and abuse of generic extended-release and 
immediate-release oxymorphone products

Drug Safety and Risk  
Management; Anesthetic and 
Analgesic Drug Products

March 13-14

Strategies, approaches and challenges in model-informed drug development, 
including use of physiologically-based pharmacokinetic modeling and simulation 
throughout a drug’s life cycle and mechanistic model-informed safety evaluations

Pharmaceutical Science and 
Clinical Pharmacology March 15
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