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Merck, Pfizer Decorate Consumer Health ‘For Sale’ 
Signs With Strong Results
MALCOLM SPICER  malcolm.spicer@informa.com

T he two major pharmaceutical firms 
shopping their consumer health as-
sets are reporting growth in the sector, 

supporting their pitches that the businesses 
are strong and could grow faster elsewhere 
but are on the block because they don’t align 
with the firms’ long-term outlooks.

Merck KGAA and Pfizer Inc. are looking 
for potential buyers for their OTC drug and 
dietary supplement businesses or for some of 
their brands. They have as potential deal part-
ners the rest of the large pharma firms that 
also compete in the consumer health space as 
well as several companies that see the sector 
as their chief revenue growth driver.

For the third quarter, Merck reported an 
11% increase in sales of its OTC products and 
Pfizer reported 4% growth, but those trends 
are not enough to retain those businesses.

During their earnings briefings, execu-
tives of both companies framed shopping 
their consumer businesses not as divest-
ing drags on their overall earnings, but as 
freeing the already robust divisions to grow 
more rapidly, and also allowing the large 
pharmas to sharpen their Rx focus.

Merck ignited the sales discussion in 
September with its announcement that it 
is looking at selling its division marketing 
Nasivin OTC saline nasal sprays, Omnibionta 
probiotic vitamins and other brands. Pfizer 
added fuel to the fire a month later when 
it said it would shop its consumer business 
with Advil analgesics, Centrum multivita-
mins and other OTC and vitamin, mineral 
and supplement (VMS) brands.

Another accelerant on the expectations 
is the potential for GlaxoSmithKline PLC to 

acquire full control of the consumer health 
joint venture it currently operates as major-
ity owner with Novartis AG, though the lat-
ter isn’t rushing to exit the JV.

Other recent development signaled more 
potential shifts in the OTC landscape. Reck-
itt Benckiser Group PLC made its consumer 
health business a separate, autonomous 
division, positioning it for sale or to remain 
the firm’s only business. Acquiring additional 
brands also could factor in RB’s consumer 
health plans. (Also see “Reckitt Benckiser Gives 
Consumer Health Portfolio Its Own Home – 
What’s Next?” - Pink Sheet, 23 Oct, 2017.)

The potential players in deals that could 
change the global consumer health land-
scape also include pharmas that likely 

would be buyers and not sellers – Johnson 
& Johnson, Bayer AG and Sanofi– and a 
smaller OTC-focused competitor, US firm 
Prestige Brands Holdings Inc.

PFIZER AGAIN, MERCK BEGINS
During Pfizer’s Oct. 31 earnings call, CEO 
Ian Read said: “Although there was a strong 
connection between our consumer health 
care business and elements of our core bio-
pharmaceutical portfolio, it is also distinct 
enough from our core business that there’s 
a potential for its value fully realized outside 
the company. We anticipate there will be 
broad interest from potential acquirers and 
we expect to make a decision in 2018.”

Pfizer’s announcement on Oct. 10 about 
a potential sale of its consumer business 
did not mark the firm’s first consideration 
of spinning off, divesting or otherwise leav-
ing behind the OTC drug and VMS sector. It 
essentially has saddled the business with 
a “will listen to offers” sign since adding it 
in its 2009 acquisition of Wyeth. (Also see 
“Pfizer Déjà Vu: Is It Time To Sell The Consumer 
Health Business?” - Pink Sheet, 10 Oct, 2017.)

Merck’s plan, on the other hand, hasn’t 
been a recurring discussion point, but one 
that comes after the German firm invested 
steadily to beef up its consumer business. 
(Also see “Big Pharma Set To Compete For 
German Merck’s Consumer Health Unit” - 
Scrip, 5 Sep, 2017.) Like Pfizer, Merck says ex-
iting the consumer health sector will help 
its pharmaceutical earnings. 

“First of all, it will allow us to more strin-
gently focus on the health care strategic 
shift to become a highly innovative special-

Merck KGAA makes its Nasivin nasal  
spray brand, available in European markets,  

and other consumer health product  
lines available.

https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
pink.pharmamedtechbi.com?utm_medium=pdf&utm_source=pink
http://pink.pharmaintelligence.informa.com
mailto:malcolm.spicer@informa.com
https://pink.pharmaintelligence.informa.com/PS121817/Reckitt-Benckiser-Gives-Consumer-Health-Portfolio-Its-Own-Home--Whats-Next?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS121817/Reckitt-Benckiser-Gives-Consumer-Health-Portfolio-Its-Own-Home--Whats-Next?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS121817/Reckitt-Benckiser-Gives-Consumer-Health-Portfolio-Its-Own-Home--Whats-Next?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS121735/Pfizer-Dj-Vu-Is-It-Time-To-Sell-The-Consumer-Health-Business?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS121735/Pfizer-Dj-Vu-Is-It-Time-To-Sell-The-Consumer-Health-Business?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS121735/Pfizer-Dj-Vu-Is-It-Time-To-Sell-The-Consumer-Health-Business?utm_medium=pdf&utm_source=pink
https://scrip-auth.pharmamedtechbi.com/SC099424/Big-Pharma-Set-To-Compete-For-German-Mercks-Consumer-Health-Unit?utm_medium=pdf&utm_source=pink
https://scrip-auth.pharmamedtechbi.com/SC099424/Big-Pharma-Set-To-Compete-For-German-Mercks-Consumer-Health-Unit?utm_medium=pdf&utm_source=pink
https://scrip-auth.pharmamedtechbi.com/SC099424/Big-Pharma-Set-To-Compete-For-German-Mercks-Consumer-Health-Unit?utm_medium=pdf&utm_source=pink


2   |   Pink Sheet - Consumer Health   |   November 2017 © Informa UK Ltd 2017

Our selection of Consumer Health content from the past month includes some 
of our most-viewed articles online and editors’ picks of top issues across the 
Consumer Health sector. References to related content in stories are live links: 
click to read more.

Please visit pink.pharmaintelligence.informa.com/consumer-drugs for full 
access to our comprehensive, up-to-the-minute news coverage and analysis.

Pink Sheet
Pharma intelligence | N O V E M B E R  2 0 1 7

© 2017 Informa Business Intelligence, Inc., an Informa company. All rights reserved.
No part of this publication may be reproduced in any form or incorporated into any 
information retrieval system without the written permission of the copyright owner.

EXECUTIVE EDITOR
Denise Peterson

EDITORIAL OFFICE

52 Vanderbilt Avenue, 11th Floor 
New York, NY 10017 
phone 240-221-4500, fax 240-221-2561

CUSTOMER CARE

1-888-670-8900 or 1-908-547-2200 
fax 646-666-9878 
clientservices@pharma.informa.com

LEADERSHIP
Phil Jarvis, Mike Ward

CORPORATE SALES
John Lucas, Elissa Langer

ADVERTISING
Christopher Keeling

DESIGN SUPERVISOR
Gayle Rembold Furbert

MANAGING EDITOR
Malcolm Spicer

SENIOR REPORTER
Eileen Francis

■  ■  ■  ■  ■

 Cover    Merck, Pfizer Decorate Consumer Health ‘For Sale’ Signs With Strong Results

 4 Potential Buyers Assess Available OTC Assets From Disparate Views

 5 FDA’s Nicotine Replacement Standards Review Could Open Door For E-Cigarettes

 8 GAO Report Casts Shade On Sunscreen Ingredients’ Chances With FDA

 10 Change At Bayer Consumer Helm As Drive To Top Stalls

 11 Pricing Pressures ‘Manageable’ To P&G, But Threatening To Analysts

 14 Shareholders Challenge Perrigo’s Defense Against Mylan Offer Two Years Earlier

 15 UK Decision To Allow OTC Sale Of Viagra Should Reduce Counterfeit Risk

 16 FDA Adds ‘Doctor’ To CV Statement For OTC Aspirin Labeled With Hearts

 17 Lost In Translation: Rx Drug Used Where OTC Hydrocortisone Belongs

 18 Nurofen Ad ‘Headache’ Audio Without Visual Makes General Pain Claim

https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
http://?utm_medium=pdf&utm_source=pink
http://?utm_medium=pdf&utm_source=pink


3   |   Pink Sheet - Consumer Health   |   November 2017 © Informa UK Ltd 2017

C O N S U M E R  H E A LT H

CONTINUED FROM COVER

ty player. So, focus on innovative pharma,” 
said Chief Financial Officer Marcus Kuhnert 
during a Sept. 5 briefing for analysts about 
its consumer business plans.

The consumer health market offers con-
tinuing growth and expansion opportuni-
ties, but continuing to invest in the busi-
ness, said Merck Healthcare CEO Belén 
Garijo, does not align with the firm’s goals 
for its other major businesses, life sciences 
and performance materials.

“We anticipate a promising potential for 
rapid line extensions and some good chanc-
es for wider space expansions, mainly geo-
graphical expansions. We’re also aware that 
our investment focus, very determined stra-
tegic focus will not allow ourselves to fully 
exploit those growth avenues without even-
tually compromising our three major strate-
gic businesses,” she said during the briefing.

Preparing for “resource constraint,” Garijo 
added, points Merck toward cutting spend-
ing. “We believe this is the right time to pre-
pare for that if we aim to create sustainable 
value in the longer-term.”

On Nov. 9, Merck reported third-quarter 
sales for its consumer health care products 
grew 11% from the year-ago period with 
the Neurobion and Dolo-Neurobion vitamin 
B products and Femibion folic acid supple-
ments as key drivers across the firm’s major 
regions. Its overall health care business, also 
including Rx products, generated 5.8% or-
ganic sales growth, but with losses of 3.4% 
to foreign exchange and 1.2% to portfolio 
contraction, its reported net sales growth 
was 1.2% during the July-September period 
to €1.7bn ($1.97bn), Merck said.

Pfizer also senses the time is right while 
acknowledging it’s not the first time the 
firm has eyed the market. “We have for some 
time been looking and seeking strategic 

deals for our consumer business,” Read said, 
adding, “I think this process we’re going to 
take in the strategic review may shake loose 
more alternatives in that aspect.”

The New York-based firm’s consumer 
health sales reached $829m during the 
third quarter, helping its division, “Innova-
tive Health,” grow 11% and overall revenues 
inch up 1% to $13.2bn, according to its 
earnings release.

GLAXO TAKES BROAD VIEW
GlaxoSmithKline had little time to bask in 
the glow of third-quarter sales of Panadol 
pain relief brand, Sensodyne toothpastes 
and other consumer products growing 2% 
on constant currency exchange rates to 
£1.96bn ($2.5bn) before receiving ques-
tions about the future of its consumer JV 
with Novartis and about potential interest 
in Pfizer’s or Merck’s consumer brands. 

The JV ownership question probably is 
answered by Novartis. Under the firms’ 2014 
JV pact, Glaxo operates the business but 
Merck has a 20-year put option that allows 
it to sell its 36.5% share after three years, as 
of March 2018. (Also see “Glaxo And Novar-

tis Scratch Each Other’s Back With Consumer 
Product JV” - Pink Sheet, 23 Apr, 2014.)

Glaxo has made clear it’s interested in 
turning its majority stake into the JV into 
sole ownership. (Also see “GSK Trims Nutri-
tional Drink Lines, Wants All Of Its Consumer 
JV Pie” - Rose Sheet, 27 Jul, 2017.)

Novartis, though, isn’t anxious to get out 
of the JV. “Because we don’t control that joint 
venture, it was very important for us when we 
negotiated it to control the outcome when 
we could exit and we negotiated a deal that 
gives us great flexibility,” said Novartis CEO 
Joseph Jimenez during the Swiss firm’s third-
quarter earnings briefing on Oct. 24.

Waiting on selling the stake would be as 
good or better for Novartis. “The way that you 
should think about this is with a press of a but-
ton, we can turn that asset into cash,” Jimenez 
said as analysts pressed for comment on the 
firm’s plans.

GSK acknowledges Novartis is in the driv-
er’s seat for its JV stake, but the UK firm sees 
itself in the catbird seat for broader consumer 
health possibilities, including Pfizer’s brands.

During Glaxo’s Oct. 25 earnings briefing, 
CEO Emma Walmsley described the firm 
has a “a world leader in consumer health-
care” with “a demonstrated track record of 
successful integrations” that should be ex-
pected “to look at any assets that comple-
ment our portfolio from a power brand or 
geographic footprint point of view.”

Still, like the firms considering offload-
ing their consumer businesses, GSK looks 
first at spending for its other sectors. “Al-
though we did talk about potentially bulk-
ing up consumer, our first focus in capital 
allocation was clearly around our biggest 
business in pharma, and R&D within that. 
Nonetheless, we would be looking at it,” 
Walmsley said.  

Pfizer added Advil and other consumer 
brands in 2009 and now is shopping those 

products as it considers leaving the 
consumer space again.

Pink Sheet delivers analysis, and commentary focused on  
regulatory implications, including high value perspectives from insiders and 

thought leaders across the globe. Visit pink.pharmaintelligence.informa.com

Pink Sheet
Pharma intelligence | 

https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS106863/Glaxo-And-Novartis-Scratch-Each-Others-Back-With-Consumer-Product-JV?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS106863/Glaxo-And-Novartis-Scratch-Each-Others-Back-With-Consumer-Product-JV?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS106863/Glaxo-And-Novartis-Scratch-Each-Others-Back-With-Consumer-Product-JV?utm_medium=pdf&utm_source=pink
https://rose.pharmaintelligence.informa.com/RS121106/GSK-Trims-Nutritional-Drink-Lines-Wants-All-Of-Its-Consumer-JV-Pie?utm_medium=pdf&utm_source=pink
https://rose.pharmaintelligence.informa.com/RS121106/GSK-Trims-Nutritional-Drink-Lines-Wants-All-Of-Its-Consumer-JV-Pie?utm_medium=pdf&utm_source=pink
https://rose.pharmaintelligence.informa.com/RS121106/GSK-Trims-Nutritional-Drink-Lines-Wants-All-Of-Its-Consumer-JV-Pie?utm_medium=pdf&utm_source=pink
http://pink.pharmamedtechbi.com?utm_medium=pdf&utm_source=pink
http://pink.pharmaintelligence.informa.com


4   |   Pink Sheet - Consumer Health   |   November 2017 © Informa UK Ltd 2017

C O N S U M E R  H E A LT H

Potential Buyers Assess Available OTC Assets  
From Disparate Views
MALCOLM SPICER  malcolm.spicer@informa.com

O TC drug sector competitors regu-
larly evaluate multiple strate-
gies and timelines to grow their 

businesses. Those evaluations are getting 
a brighter spotlight as Merck KGAA and 
Pfizer Inc. shop their OTC drug and vitamin, 
mineral and supplement (VMS) businesses.

Potential suitors for those businesses in-
clude large pharma firms Johnson & John-
son, Bayer AG, Sanofi and GlaxoSmith-
Kline PLC, health, hygiene and household 
care marketer Reckitt Benckiser Group 
PLCand a smaller firm expanding its OTC 
focus, Prestige Brands Holdings Inc.

Some, like Bayer and Prestige Brands, 
have near-term preoccupations that might 
make acquisitions more challenging, but 
J&J, Sanofi, RB and GSK could be well-po-
sitioned to make deals for available assets.

BAYER LOOKS INTERNALLY
Bayer’s potential for adding to its consum-
er business is could be challenged by its 
ongoing integration of the OTC drug and 
VMS brands it acquired from US firm Merck 
& Co. Inc. in 2014. The division’s sales were 
down 2.9% from the year-ago quarter to 
€1.3bn ($1.5bn), adjusted for currency ex-
change impact, the German firm reported 
on Oct. 26.

The former Merck OTC antihistamine line 
Claritin was a bright spot in Bayer’s consum-
er sector during the July-September period 
as China and US sales drove 9.3% growth 
for the brand. 

Sales of a second former Merck brand, Cop-
pertone sun care products, plummeted 44.6% 
during the quarter on stiff competition in the 
US, where sales of the Aleve pain relief and 
One A Day vitamin lines also are lagging.

As promising as potentially available 
consumer health brands may be, Bayer is 
looking internally first to boost the sector’s 
growth. As CEO Werner Baumann put it dur-
ing Bayer’s same-day briefing, “pruning of 
the tail is a good practice in each and every 
consumer business.”

And pruning could be more likely cur-

rently than in previous years, he suggested. 
“Wherever we see some of our brands that 
we don’t support commercially or let’s say 
promotionally anymore, that would be better 
served in the hands of mostly smaller compa-
nies, we do divest of them,” the CEO said.

“Now in 2017, in particular, that level is 
somewhat elevated. There is no doubt about 
it,” Baumann added. “Going into 2018, we 
will, of course, continue to prune our port-
folio as we’ve done in 2017 and prior years.”

SANOFI LOOKS LONG-TERM
Sanofi notes the long-term potential for 
consumer lines. Commenting on the poten-
tial Merck KGAA and Pfizer consumer busi-
ness sales, Executive Vice President-Con-
sumer Health Care Alan Main said: “I’m not 
sure that the reason that these assets are 
coming up for sale now are really to do with 
the long-term prospects of the [consumer 
health] market.”

Despite “some ups and downs of course be-
cause of seasonality and challenges in terms 
of changing market models,” he added dur-
ing the firm’s Nov. 2 earnings briefing, “gen-
erally, the prospects are positive.” Main said 

he doesn’t doubt that Merck and Pfizer are 
considering leaving the consumer space to 
increase their pharma focus.

Main also noted that when Pfizer previously 
exited the consumer market, selling its then 
business to J&J in 2006, he was part of Sanofi’s 
team that evaluated those assets. “I think this is 
really much more about focusing rather than 
about the long-term prospects of the [con-
sumer health] sector,” he said.

Meanwhile, net sales of Sanofi’s consumer 
business during the July-September period 
grew 1%, adjusted for constant currency, 
to €1.13bn ($1.3bn). Global sales for its Al-
legra 24HR OTC allergy line were down 2.1% 
to €87m ($101.4m) and total US consumer 
product sales were down 3.8% on growing 
private label competition for the NasacortAl-
lergy 24HR OTC intranasal corticosteroid.

FLEET LOOKS STRONG FOR 
PRESTIGE
Prestige Brands, which reported results from 
its latest quarter on Nov. 2, continued its 
march toward becoming a predominantly 
OTC drug marketer early in 2017 by closing 
its acquisition of C.B. Fleet Co., adding brands 
including Summer’s Eve douche, Pedia-Lax pe-
diatric laxatives and namesake enemas and 
glycerin suppositories while also expanding 
its consumer health manufacturing capacities 
and its international footprint.

In addition to integrating Fleet’s operations, 
adjusting to growing e-commerce compe-
tition, particularly with Amazon’s entrance 
into OTC drug in addition to VMS sales, will 
likely occupy all of Prestige Brands’ operational 
bandwidth in the consumer health space.

“Our strategy is to make sure that we’ve got 
those products available wherever they may 
show up, whether it’s drug, mass, grocery and 
online. We’ve made an investment and focus-
ing on making sure our brands are available 
online and we’ve seen nice growth in that, 
although starting off with a very small base,” 
said President and CEO Ron Lombardi during 
Prestige Brands’ earnings briefing.

The firm said during the July-September 

“Wherever we see some of 
our brands that we don’t 
support commercially or 
let’s say promotionally 
anymore, that would 

be better served in the 
hands of mostly smaller 
companies, we do divest 

of them.” – Bayer CEO 
Werner Baumann
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period, its fiscal 2018 second quarter, its North 
American OTC revenues of $215.3m were up 
24.9% from the year-ago period “principally 
driven by revenues from the acquisition of 
Fleet.” International OTC sales were $21m, up 
11.4% and also helped by the Fleet transaction.

J&J WOULD LOOK
Johnson & Johnson, perhaps the top candi-
date for purchasing divested Pfizer or Merck 
brands, on Oct. 17 reported that a 1.9% gain 
from currency exchange helped drive total 
OTC drug sales past $1bn. US revenues, unaf-
fected by exchange rates, grew 3.9% to $401m 
and the international business was up 4.7%, 
including a 3.2% currency boost, to $601m.

Jorge Mesquita, J&J’s worldwide consumer 
business chairman, said the firm would con-

sider adding OTC drug assets from other firms. 
“As assets become available, we systemically 
evaluate them,” Mesquita said during the 
firm’s earnings briefing. (Also see “Nicorette, Ty-
lenol Ease J&J’s Consumer Pain From Slow Oral 
Care Sales” - Pink Sheet, 18 Oct, 2017.)

While J&J periodically divests a consumer 
health brand that doesn’t meet its growth 
expectations or fit into its market strategy, 
the firm isn’t likely to prompt speculation 
that it would leave the OTC drug sector. 
The consumer business, which includes 
the Tylenol, Motrin, Zyrtec and Listerine 
OTC brands as well as Neutrogena, Aveeno, 
Clean & Clear and Johnson’s skin and hair 
care lines, is a reliable revenue driver even 
when sales slump in the more volatile Rx 
drug and med tech markets, the firm’s ex-

ecutives have said. (Also see “J&J Rides Con-
sumer Health ‘Growth Annuity’ As Rx, Device 
Divisions Slow” - Pink Sheet, 20 Jul, 2015.)

Still other players in making potential 
changes to the consumer health landscape 
include Church & Dwight Co. Inc., which has 
said it could parlay the gummy format it uses 
for its vitamin lines into an OTC line, (Also see 
“Church & Dwight Shapes Potential OTC Play 
On Gummy Format” - Pink Sheet, 9 Nov, 2015.)

A more recent entrant into the global 
consumer health space that could be a fac-
tor in brands or businesses changing homes 
is French firm HRA Pharma SA, which ad-
justed its focus to consumer health in 2016 
and earlier in 2017 closed its acquisition of 
the Compeed wound-care brand from Cilag 
GMBH International, a J&J company.  

FDA’s Nicotine Replacement Standards Review Could  
Open Door For E-Cigarettes
MALCOLM SPICER  malcolm.spicer@informa.com

C hances are heating up that elec-
tronic cigarettes could be marketed 
in the US as nicotine replacement 

therapies, with FDA scheduling a meeting 
to discuss standards for testing and evalua-
tions that could expand the variety of prod-
ucts it approves for the indication.

The agency on Nov. 29 also announced 
a Nicotine Steering Committee, headed by 
Commissioner Scott Gottlieb, to re-evalu-
ate and modernize FDA’s approach to the 
development and regulation of nicotine 
replacement therapies (NRTs).

The committee’s primary focus will be de-
velopment and approval of additional NRTs 
to help smokers stop using combustible 
tobacco products. Other members include 
oFDA drug center Director Janet Woodcock 
and tobacco products center Mitchell Zeller 
as well as other senior agency officials,

FDA’s announcement of the committee 
noted that e-cigarettes and other products 
described as “electronic nicotine delivery 
systems” (ENDS) have supporters for their 
potential to move smokers to “modified risk 
tobacco products” as safer alternatives.

While neither the announcement or FDA’s 
Federal Register notice for the meeting on 

Jan. 26 explicitly identified ENDS as poten-
tial NRTs, the agency explained that delivery 
formats other than the currently approved 
gums, patches and lozenges are on its radar.

“If there are new kinds of NRTs — with 
different characteristics or routes of deliv-
ery – that can offer additional opportunities 
for smokers to quit combustible tobacco, 
we want to explore what steps we can take 
using our own regulatory policies to en-
able these opportunities, while making sure 
these products are demonstrated to be safe 
and effective for their intended use,” FDA said 
in its steering committee announcement.

Among the questions listed in the meet-
ing notice that FDA seeks comments on (see 
image, p. 6), the agency asks for “ways to im-
prove upon the currently available delivery 
systems to yield new OTC NRT products that 
might be more effective … what evidence 
would be needed to support such changes, 
and how should they be evaluated?”

E-cigarettes and other ENDS marketed 
with a therapeutic claim already are regu-
lated by FDA as medical products, a policy 
established after a federal court in 2010 said 
the agency couldn’t block sales of ENDS 
that do not make noncompliant claims.

“If there are new kinds 
of NRTs – with different 
characteristics or routes 

of delivery – that can offer 
additional opportunities 

for smokers to quit 
combustible tobacco, we 

want to explore what steps 
we can take using our 

own regulatory policies to 
enable these opportunities, 

while making sure these 
products are demonstrated 
to be safe and effective for 
their intended use.” – FDA
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Separately, the center in 2013 liberalized 
its NRT labeling evaluations, saying that 
some risk information for the products 
was outdated; the first changes for NRT la-
beling came in October of that year with 
Nicorette and NicoDerm CQ cleared to drop 
duration-of-use limits and some warnings 
about risk, label changes that other OTC 
NRTs since have made. (Also see “Smoking 
Cessation Labels Cleared Without Duration-
Of-Use Limit” - Pink Sheet, 15 Nov, 2013.)

The Center for Drug Evaluation and Re-
search has suggested that ENDS makers 

submit new drug applications for NRTs, 
but those firms contend their products 
would not gain approval even if they con-
ducted the research and trials CDER cur-
rently requires.

The agency now acknowledges that 
those standards should be reviewed. It 
says “formulations and routes of admin-
istration of currently approved NRT prod-
ucts have remained relatively unchanged 
for decades, and the public meeting and 
comment period target “the appropriate 
study designs and methods for evaluating 

the safety and efficacy of OTC NRT drug 
products.”

Center for Tobacco Products chief Zeller 
in 2014 said the center had started working 
with CDER and FDA’s medical device center 
on a policy for collaborating “to evolve the 
regulation of therapeutic nicotine prod-
ucts.” He suggested ENDS could be the fo-
cal point for advancements in NRT efficacy. 
(Also see “E-Cigarettes Spark Evolution Of 
FDA’s Nicotine-Containing Medical Product 
Regulation” - Pink Sheet, 24 Oct, 2014.)

And in July 2017, FDA made official the 

1Might there be ways to improve 
upon the currently available delivery 

systems to yield new OTC NRT products 
that might be more effective? If so, what 
evidence would be needed to support 
such changes, and how should they  
be evaluated?

2Are there additional indications or 
regimens for OTC NRT products that 

could be explored? Concepts to consider 
could include relapse prevention, 
craving reduction, maintenance, reduce 
to quit, use of short- and long-acting 
products in combination, or cessation of 
non-cigarette tobacco products. What 
evidence would be needed to support 
each indication or regimen?

3What data would be required to 

reduction in consumption of combustible 
tobacco products?

4Are there OTC NRT products 
that could be studied for use in 

combination that might result in reduced 
tobacco-related health impacts? What 
evidence would be needed to support 

when used in combination?

5Is there other information that  
could be added to labeling for 

currently approved or new dosage forms 
of OTC NRT products that would maximize 
their ability to be used to support smoking 
cessation? Please consider the various 
sections of the Drug Facts labeling, 
including the Uses, Warnings, and 
Directions sections.

6Generally, the labeling of OTC NRT 
products contains a dosing schedule 

based on duration of use, and FDA has 
recommended the labeling on OTC NRT 

following: “If you feel you need to use 
[the NRT product] for a longer period to 
keep from smoking, talk to your health 
care provider.” What is the impact of 
longer term NRT treatment? What is 
the impact on likelihood of cessation or 
relapse prevention? What data would 

to use approved OTC NRT products for 
durations that exceed those currently 
included in the Drug Facts labeling of 
approved OTC NRT products, or would 
support a chronic or maintenance drug 
treatment indication for such products?

FDA Questions On Evaluating NRTs Safety, Efficacy

NICOTINE AND 
HARM REDUCTION

FDA further signals its shift toward 
reducing harm from combustible 
tobacco use while still targeting 
smoking cessation with a pend-
ing notice on reducing nicotine in 
cigarettes.

“One of the first actions of [FDA’s] 
comprehensive approach will be 
an advanced notice of proposed 
rulemaking (ANPRM) to seek input 
on the potential impacts of reduc-
ing nicotine levels in cigarettes to 
minimally or non-addictive levels,” 
the agency states in the meeting 
notice.

Nicotine, meanwhile, gets a larger 
place as a solution in FDA’s ap-
proach. “A key piece of the FDA’s 
comprehensive plan is a recogni-
tion that nicotine – while highly 
addictive – is delivered through 
products that represent a con-
tinuum of risk and is most harmful 
when delivered through combus-
tible tobacco products. Accord-
ingly, the Agency is committed 
to increasing access to and use 
of nicotine replacement therapy, 
which could help more smokers 
quit,” the notice states.
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shift in its approach to curbing tobacco-
related health problems as Gottlieb an-
nounced a comprehensive plan that fo-
cuses on nicotine and addiction to the 
substance.

Drug firms marketing branded OTCs and 
private label product providers frequently 
highlight NRTs as consistent revenue driv-
ers for the consumer businesses. It’s likely 
that drug firms in the space, as conven-
tional tobacco companies already are do-
ing, would consider investing in the ENDS 
market and extending their lines to in-
clude the products in addition to the cur-
rent varieties.

NECESSARY STEPS BUT  
NO RESULTS YET
Attorneys, regulatory consultants and 
smoking cessation advocates told the Pink 
Sheet they see FDA’s meeting, its requests 
for comments and the steering committee 
as long-recognized steps needed for im-
proving the efficacy of NRT products avail-
able in the US.

Stacy Ehrlich, a partner at Kleinfeld Kaplan 
& Becker LLP in Washington, pointed out 
the UK’s Medicines and Healthcare products 
Regulatory Agency already is adapting its 
evaluations to consider ENDS as therapeutic 
products to help smokers quit.

“I see this public hearing and the creation 
of the new Nicotine Steering Committee to 
be important steps in support of FDA’s com-
prehensive approach to nicotine announced 
in July. Evidence appears to be growing that 
ENDS products may actually be more effec-
tive in helping smokers quit combustible 
cigarettes than approved NRT drug products 
(at least as currently labeled) and, like the 
MHRA, FDA should be exploring streamlined 
approaches to approving ENDS products for 
smoking cessation indications,” said Ehrlich, 
who works with clients on tobacco product 
and NRT labeling, in an email.

Joe Gitchell, president of drug policy 
consultancy Pinney Associates in Bethesda, 
Md., said FDA has set a stage for change in 
the NRT space with the nicotine-focused 
approach Gottlieb announced in July and 
its latest announcements.

“These are definitely very positive signs, 
but the issue will be the follow-through on 
what policies change at CDER,” Gitchell said.

Without a significant change from what 
CDER currently requires for NRT approvals, 

ENDS product firms probably aren’t going 
to be successful with applications for the 
indication, he said. “Doing business as usual 
should be the question here,” he said.

For instance, the safety for adult use 
of nicotine in ENDS products should not 
be a question, leaving efficacy in helping 
consumers quit using combustible tobac-
co as the key evaluation. Smokers already 
have shown nicotine is not toxic for them, 
Gitchell said.

“If they had toxicity or other problems 
with nicotine, it’s very likely they wouldn’t 
become smokers,” he said.

Additionally, NTR approval standards 
adjusted to ENDS would encourage invest-
ment in firms. “If it’s such a great opportu-
nity, some investors will be willing to take 
the risk,” Gitchell said.

Matthew Myers, president of the Cam-
paign for Tobacco Free Kids advocacy 
group, also includes a note of caution in his 
comments about FDA’s announcements. 
Agreement between CDER and CTP on 
whether ENDs or other novel nicotine-de-
livery products should be approved for the 
NRT indication will be key, he said.

“The central question is going to be to 
get the two centers within FDA to decide 

on a coherent, cooperative policy designed 
to help as many smokers as possible quit 
smoking,” Myers said.

The steering committee, too, could be a 
driver for progress, he added. Tobacco Free 
Kids and other groups have petitioned FDA 
to establish a committee for pan-agency 
oversight of smoking cessation or tobacco 
harm reduction strategies. Cooperation be-
tween centers could be increased through 
the panel, Myers said.

“If the committee brakes down the barri-
ers that have gotten in the way of progress, 
it’s a good step,” he said.

Myers added that while smoking-related 
health problems remain the most common 
preventable causes of death, little expan-
sion in the NRT space or improvement for 
the products’ efficacy in helping consumers 
stop using combustible tobacco has come 
for more than 10 years. Adjusting its regu-
latory scheme to make NRT approval more 
likely for ENDS or other novel products will 
change that, he said.

“FDA has an important role to play to 
identify which of those products are effec-
tive,” Myers said.

The agency is accepting comments, dock-
et FDA-2017-N-6529, through Feb. 15.  

An example of current labeling for OTC nicotine replacement therapy products.
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GAO Report Casts Shade On Sunscreen Ingredients’ 
Chances With FDA
MALCOLM SPICER  malcolm.spicer@informa.com

FDA and sunscreen active ingredient 
sponsors appear at a standstill on using 
time and extent applications (TEAs) to 

add ingredients to the OTC monograph, the 
General Accountability Office says in a report 
to Congress. Increased FDA resources alone 
aren’t the sole solution to the problem, be-
cause sponsors are so far reluctant to invest 
in studies needed to support TEAs.

An alternative route, the new drug appli-
cation process, is no more likely to attract 
sponsors, especially given the relatively fast 
evolution in sunscreen ingredients and that 
NDAs are for finished products, GAO’s re-
port suggests.

While the independent congressional 
agency’s report focuses specifically on sun-
screen ingredients, its analysis applies to con-

sumer product ingredients and indications 
more broadly, further validating the wide-
spread view that the OTC monograph system 
is currently untenable. It could bolster con-
gressional efforts to overhaul the monograph 
system in tandem with creating OTC user fees, 
efforts that build upon FDA/industry negotia-
tions. The revamp would include a more flex-
ible administrative approach for FDA reviews 
(rather than the current rule-making process) 
and deadlines for agency decisions. (Also see 
“Legislators On OTC Monograph Reform: What 
Took You So Long?” - Pink Sheet, 14 Sep, 2017.)

The report was submitted Nov. 15 to the 
leadership of the House and Senate commit-
tees with oversight of FDA. It is based on in-
terviews with drug and personal care product 
industry stakeholders; GAO not make policy 

recommendations in the report.
While sponsors could use TEAs for any con-

sumer ingredients, the eight pending TEAs 
are for sunscreen ingredients. No TEAs have 
been approved.

GAO compiled the report as a requirement 
of the Sunscreen Innovation Act. Passed in 
2014, SIA imposes deadlines and timetables 
for FDA’s review of sunscreen TEAs. (Also 
see “FDA Sunscreen GRASE Final Guidance 
Unchanged From Draft” - Rose Sheet, 22 Nov, 
2016.) FDA has met all SIA-established dead-
lines, starting with advising the sponsors 
of the eight TEAs already pending with the 
agency that the proposals had insufficient 
data to merit evaluation and also including 
publishing guidance on preparing and sub-
mitting TEAs. (see table below)

FDA Record On Reviewing Sunscreen Monograph Applications Under SIA 

REQUIREMENT 
STATUTORY  
DEADLINE 

COMPLETION  
DATE 

Issue notice that feedback letters from FDA, sent to sponsors of some sunscreen ap-
plications prior to the enactment of SIA, are considered proposed orders.

 1/10/2015  1/7/2015 

Issue proposed orders for pending sunscreen applications submitted prior to SIA that 
did not receive feedback letters prior to SIA’s enactment. 

 2/24/2015  2/24/2015b 

Issue draft guidance for sunscreen applications on 
•  format and content of data submissions
•  safety and efficacy data,
•  withdrawal of applications, and
•  use of advisory committee. 

11/26/15 11/20/15

Issue first report to Congress on various performance metrics.  5/26/2016  5/25/2016 

Issue final guidance for sunscreen applications on 
•  format and content of data submissions,
•  safety and efficacy data,
•  withdrawal of applications, and
•  use of advisory committee.

11/26/16 10/7/2016 – 
11/22/2016 

Issue second report to Congress on various performance metrics. 5/26/18 Pending 

Finalize sunscreen monograph. 11/26/19 Pending 

Issue third report to Congress on various performance metrics. 5/26/20 Pending 

Source: GAO report, Nov. 15, 2017

https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
mailto:malcolm.spicer@informa.com
https://pink.pharmaintelligence.informa.com/PS121539/Legislators-On-OTC-Monograph-Reform-What-Took-You-So-Long?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS121539/Legislators-On-OTC-Monograph-Reform-What-Took-You-So-Long?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS121539/Legislators-On-OTC-Monograph-Reform-What-Took-You-So-Long?utm_medium=pdf&utm_source=pink
https://rose.pharmaintelligence.informa.com/RS108701/FDA-Sunscreen-GRASE-Final-Guidance-Unchanged-From-Draft?utm_medium=pdf&utm_source=pink
https://rose.pharmaintelligence.informa.com/RS108701/FDA-Sunscreen-GRASE-Final-Guidance-Unchanged-From-Draft?utm_medium=pdf&utm_source=pink
https://rose.pharmaintelligence.informa.com/RS108701/FDA-Sunscreen-GRASE-Final-Guidance-Unchanged-From-Draft?utm_medium=pdf&utm_source=pink
https://rose.pharmaintelligence.informa.com/RS108701/FDA-Sunscreen-GRASE-Final-Guidance-Unchanged-From-Draft?utm_medium=pdf&utm_source=pink


9   |   Pink Sheet - Consumer Health   |   November 2017 © Informa UK Ltd 2017

C O N S U M E R  H E A LT H

The TEA process allows proposals for 
adding ingredients to OTC drug mono-
graphs when they have histories of safe use 
in other countries, a qualification that is not 
evidence of safety but opens the door for 
considering whether an ingredient should 
be available in the US. Sunscreen ingredi-
ents available outside the US and proposed 
in TEAs include bemotrizinol, drometrizole 
trisiloxane and octyl triazone.

GAO states that sponsors of the eight 
pending sunscreen monograph TEAs said 
they and FDA “are essentially at a standstill” 
about adding more ingredients through the 
monograph process. Regardless of FDA’s re-
view resources, resolution “will also depend 
on sponsors and other interested parties 
submitting data that FDA determines are 
sufficient for” determination as generally 
regarded as safe and effective.

But TEA sponsors’ margin for error is too 
wide while their margin for profit is too nar-
row to support conducting the additional 
tests requested, GAO reports.

No sponsor of any of the eight pending 
TEAs had submitted additional information 
to FDA when GAO completed its review. 
The report says “the sponsors are either still 
considering whether to conduct the ad-
ditional tests … or they do not plan to do 
so.” The gridlock could encourage sponsors 
instead “to devote their resources into de-
veloping a newer generation of sunscreen 
active ingredients.”

Absent complete restructuring of the 
overall monograph process, sponsors of 
applications shouldn’t expect success, says 
regulatory consultant David Steinberg. He 
warned that frustrated sponsors could de-
cide the “US market is pretty well closed” 
for now. He is president of Steinberg & As-
sociates Inc., a Plainsboro, N.J., consultancy 
specializing in the OTC drug and personal 
care industries.

The Personal Care Products Council, one 
of the stakeholders GAO contacted for the 
report, isn’t quite as pessimistic. Chief Scien-
tist Beth Jonas says the trade group agrees 
“with the overall findings … that there are 
significant obstacles hindering” approval of 
new ingredients but wouldn’t say that all 
work on making additional sunscreen in-
gredients available has been paused.

“The FDA has indicated the information 
it would like to receive, and sponsors inter-
ested in obtaining new sunscreen filters in 

the US are continuing to engage with rel-
evant stakeholders,” Jonas said. The council 
represents a number of firms that market 
sunscreen products.

The Consumer Healthcare Products As-
sociation, representing OTC drug manu-
facturers including several that market 
sunscreens, also says potential remains for 
firms to make progress under the current 
monograph system.

“But until FDA receives more data from 
sponsors, as requested, there is unlikely 
to be any more movement on the new 
ingredient applications,” said Barbara Ko-
chanowski, CHPA’s senior vice president for 
regulatory and scientific affairs, in an email.

ROI, MUST AND ANIMALS
Still, sunscreen firms say the testing FDA 
requested is “would cost millions of dollars” 
and take multiple years to complete, GAO 
reported. And unlike drug products grant-
ed some market exclusivity when they’re 
approved through NDAs, ingredients add-
ed to an OTC monograph can be used im-
mediately by firms across the industry.

FDA’s insistence on “maximal usage tri-
als” (MUsT) and for the absorption tests it 
requests while rejecting alternatives also 
dissuades the TEA sponsors from proceed-
ing, GAO found. Although the sponsors say 
they are not aware of MUsT pharmacoki-
netic tests being conducted on sunscreen 
ingredients and there is little information 
available on how to conduct this test, FDA 
officials said it is a test that has been used 
for dermal products since the 1990s.

Sponsors are also concerned that spend-
ing on MUsT tests will not lead to TEA ap-
proval, or that FDA then would ask for still 
more and different trials, the report states.

Additionally, sunscreen ingredient firms 
question FDA’s request for nonclinical ani-
mal studies to characterize potential long-
term dermal and systemic effects of expo-
sure to an ingredient. Conducting animal 
studies on ingredients could limit the num-
ber of countries where a firm could market 
a sunscreen while also prompting animal 
rights advocates’ protests in countries 
where the practice is not prohibited.

Driving FDA’s insistence that additional 
information, particularly on absorption 
into the skin, is needed in the pending sun-
screen TEAs is CDER officials’ determination 
that sunscreens currently are used more 

regularly than when the existing mono-
graph ingredients were approved.

GAO’s report says industry stakeholders 
understand FDA’s argument, but also con-
tend the agency should give more weight 
to the benefit of better sunscreen ingredi-
ents being available.

NDA IMPEDIMENTS HIGH, 
INCENTIVES LOW
Regarding the NDA route, sunscreen in-
gredient firms say the process is too costly 
and a product approved through the pro-
cess is eligible for market exclusivity only 
when FDA requests clinical trials as part of 
the application. In the GAO report, industry 
stakeholders say firms could incur recurring 
NDA costs for products made with the same 
ingredient but with varying formulations, 
such as different fragrances.

The stakeholders contacted for the report 
said “NDAs are impractical for sunscreen 
products, because the formulations are 
continually changing,” according to GAO.

Another factor that weighs against us-
ing the NDA pathway is that some sponsors 
of monograph sunscreen applications are 
ingredient manufacturers that don’t make 
finished products, which are what FDA 
evaluates.  
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Change At Bayer Consumer Helm As Drive To Top Stalls
MALCOLM SPICER  malcolm.spicer@informa.com

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

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

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

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

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

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

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

Once it had all the brands under one 
roof, Bayer faced an impediment to growth 
hitting across the consumer health sector 
– online sales of lower-priced competing 
products. It also met obstacles unique to its 
own business, including unanticipated com-

petition for the former Merck & Co. brands 
Dr. Scholl’s foot care products and the Cop-
pertone line as well as slipping sales of its ac-
quired brands in the nine months between 
the firms announcing and closing the deal.

The firm hasn’t taken a passive approach 
toward making progress on its goal. In its 
quarterly earnings statements since adding 
the brands, Bayer has said it remains com-
mitted to growing the business and is spar-
ing no effort to turn around its consumer 
product sales, including investing more in 
e-commerce for its brands. (Also see “Bayer 
‘All Hands On Deck’ For US Consumer Business 
Turnaround” - Pink Sheet, 8 Aug, 2017.)

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

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

The division’s third-quarter sales were 
down 2.9% from the year-ago quarter to 
€1.3bn ($1.5bn), adjusted for currency ex-

change impact, the firm reported in October. 
Coppertone line sales took a big hit, down 
44.6% on stiff competition in the US.

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

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

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

Heiko Schipper, above left, will lead Bayer’s consumer business starting in March while  
Erica Mann, right, will leave after seven years in the post.
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Pricing Pressures ‘Manageable’ To P&G,  
But Threatening To Analysts
EILEEN FRANCIS  eileen.francis@informa.com

P ricing pressures from retailers re-
sponding to e-commerce competi-
tion is a “real but manageable” prob-

lem that Procter & Gamble Co. expects to 
overcome through product launches and 
other innovation, though analysts see it as 
a large and growing threat. 

P&G’s strategy is to differentiate its 
brands other than through lower pric-
es, says P&G Chief Financial Officer Jon 
Moeller. Line extensions and other inno-
vations help conventional retailers pro-
tect their market shares against growing 
online consumer packaged goods com-
petition, notably Amazon.com, while also 
providing e-commerce businesses with 
distinctive offerings.

“To the extent that we can bring innova-
tion to the market, which helps grow the 
market, we lessen this problem for every-
one,” Moller said on Nov. 15 at the Morgan 
Stanley Global Consumer & Retail Confer-
ence in New York.

P&G is developing products that al-
low retailers “in different channels to best 
serve their shopper with an offering that’s 
not a direct comparison to offerings in 
competitive channels, which also reduces 

some of the pricing pressure,” he said. A 
current launch is a Clearblue pregnancy 
test line extension that sends data to users’ 
smartphones. (see sidebar, p. 13)

Moeller did not elaborate on how P&G 
will innovate or differentiate its brands, 
which include Crest oral care, Prilosec OTC 
frequent heartburn treatment, Vicks cough/
cold products, Pepto Bismol upset stom-
ach remedies and the Pantene and Head & 
Shoulders hair care lines. He previously has 
described P&G’s strategy as competing in 
premium tiers and extending into the mid-
price sector but not into the discount space. 
(Also see “P&G Keeps Direct-to-Consumer In 
Perspective, Retail Distribution Primary” - Pink 
Sheet, 26 Oct, 2016.)

The Cincinnati-based firm also has com-
mitted heavily to research and develop-
ment, allocating $1.9bn to R&D, equal to 
2.9% of sales, in 20916.

Still, P&G’s strategy to beat pricing pres-
sure through innovation has skeptics, no-
tably activist investor Nelson Peltz, head 
of hedge fund Trian Fund Management 
that purchased $3.5bn in shares of P&G 
stock in February, about 1.5% of total 
stock. Among his criticisms, Peltz says 
P&G is not getting adequate return on its 
R&D investment, characterizing its strat-
egy as “broken.” (Also see “Ahead Of P&G 
Board Vote, Activist Investor Peltz Gains 
Endorsements” - Rose Sheet, 26 Sep, 2017.)

Peltz has claimed victory in a proxy vote 
for a P&G board seat, but the firm says the 
results still are being tabulated and has 
not conceded that any of its candidates 
of the 11 seats received fewer votes than 
Peltz. (Also see “P&G Board Seat Swings To 
Peltz In Ongoing Vote Tally” - Pink Sheet, 15 
Nov, 2017.)

LEGACY FIRMS ARE OWN  
WORST ENEMY
P&G is not alone feeling pricing pressure. 
Consumer health care peers Colgate-
Palmolive, Church & Dwight Co. Inc. and 
Johnson & Johnson also face market-
share competition from private label prod-

ucts and from online retailers. During a 
September investor conference, each of 
the firms said it is expanding e-commerce 
investments to compete with online start-
ups. (Also see “Legacy Consumer Health 
Firms Invest To Compete In Start-Ups’ Realm: 
E-Commerce” - Pink Sheet, 12 Sep, 2017.)

Mikey Vu, a partner at business consul-
tancy Bain & Co. in Chicago, says the big 
firms’ lack of innovation and inability to 
trim pricing created the opportunity for 
numerous types of low-priced competi-
tion – both online and in discount stores 
– to find a strong foothold in the US in re-
cent years.

“Big companies spend a lot of money in 
inefficient ways and that’s one of the rea-
sons they can’t reduce their pricing,” said 
Vu, a specialist in corporate strategy, tech-
nology and digital strategy with expertise 
in pricing, private label and chain and in-
ventory management

“If they actually went back to the draw-
ing board and thought more about what 
they are spending their money on and re-
designed their business model to be more 
efficient, they’d have room to reduce pric-

MEGATRENDS 
SHAPING CPG
LANDSCAPE

• Amazon.com gaining market 
share across consumer pack-
aged goods;

• start-ups with disruptive sales 
and distribution strategies;

• national drug and grocery 
chains focusing on discount 
pricing;

• private label sales growth.

P&G CFO Jon Moeller: “To the extent that we 
can bring innovation to the market, which 

helps grow the market, we lessen this 
problem for everyone.”
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es. But that’s really hard to do,” he said in 
an interview.

AMAZON? ‘SCARY PROPOSITION’
The “800-pound gorilla” among mega-
trends is Amazon, which already dominates 
e-commerce and is expanding its own pri-
vate label offerings, Vu said.

“Amazon is an exceptionally scary propo-
sition to everyone, both on the retail and 
CPG side,” Vu said.

Amazon’s approach is to continue reduc-
ing prices, attract more customers and build 
scale as it continues growing and reducing 
prices. “They have free will to set prices 
where they want. They continue to reduce 
prices and attract more shoppers. If you are 
a large CPG and you are looking at that, you 
can 100% expect Amazon to turn around 
and put pricing back on you,” he said.

Amazon already is offering its own CPG 
brands, including Amazon Elements vita-
mins, minerals and supplements launched 
in February 2016, and is expected to extend 
the Elements line into OTC drugs in the 
near term. (Also see “Perrigo’s Next Private 
Label First Lands With Second Thoughts On 
Outlook” - Pink Sheet, 3 Oct, 2017.). It also has 
launched CPG lines not branded with the 
Amazon name, Mama Bear baby food, Hap-
py Belly snacks and several fashion labels.

The ecommerce giant also will have the 
Whole Foods natural food grocery chain 
to market its lines following closing of a 
$13.7bn purchase it announced in June, 
a deal currently under regulatory review. 
(Also see “Amazon Pays $13.7bn For Whole 
Foods: Health And Wellness Industry News” - 
Rose Sheet, 19 Jun, 2017.)

Vu expects Amazon will bring its competi-
tively priced lines into Whole Foods, a strate-
gy that will bring value-shoppers who so far 
have shunned the higher prices associated 
with the chain into the stores. “That’s scary 
because that pulls traffic away from retailers 
these large CPG companies rely on,” he said.

Amazon also employs other price-reduc-
ing techniques, including “Discount pro-
vided by Amazon” that cuts Prime service 
customers’ prices at checkout with Ama-
zon making up the difference. The service 
is used on products from “Fulfillment by 
Amazon” vendors, which store products at 
Amazon warehouses and count on the firm 
for distribution. (Also see “Navigating Ama-

zon: E-Commerce Giant Critical For OTC Drug 
Sales” - Pink Sheet, 4 May, 2017.)

SUBSCRIPTIONS, DISCOUNT  
ALSO DISRUPTIVE
Another trend is the rise of small CPG firms 
that exclusively market and ship discount-
priced products direct to customers online.

This sector includes Dollar Shave Club, 
which Unilever acquired in 2016., Brand-
less Inc., a recently launched online plat-
form with off-brand products for $3 or less, 
and Hello Products LLC, a niche line of 
toothpastes free of synthetic ingredients 
in non-traditional flavors. (Also see “Legacy 
Consumer Health Firms Invest To Compete In 
Startups’ Realm: E-Commerce” - Rose Sheet, 
15 Sep, 2017.)

Vu said big players are seeking to pur-
chase these brands for a stake in the bou-
tique brand market. According to media, 
P&G has purchased San Francisco firm  
Native, which markets aluminum-free de-
odorants direct to consumers. 

Additionally, “hard discounters” in the US, 
primarily comprising German firms Aldi and 
Lidl US LLC, are taking CPG market share. Aldi 
and Lidl launched in the US in recent years af-
ter conquering the retail landscape in Europe.

Aldi has 1,600 US stores and plans to 
open 400 more by the end of 2018, accord-
ing to Bain, which also says Lidl’s US launch 
is “in the early days” and it likely will add up 

to 500 stores in the next five years.
The German firms have “been really able 

to capture a descent portion of the market 
share in the US and convinced the American 
shopper that there’s a lot of value there, not 
just cheap stuff. Right now they’re mainly in 
food, but you can see them pulling in cer-
tain specific personal care, beauty and OTC 
categories,” Vu said.

PRIVATE LABEL ON PAR  
WITH BRANDS
Private label preceded e-commerce, sub-
scription services and discount drug/gro-
cery chains as a disruptor of national brand 
pricing, and currently is having as much 
influence.

A large breadth of private label products 
are “finally winning with consumers” in a 
range of categories. Sold by conventional and 
online retailers, they commonly are priced at 
15% to 20% below national brands, Vu said.

“Europe’s always been ages ahead of 
America in adoption rates of private label,” 
he said. While US consumers previously 
considered private label as cheap imitations 
of national brands, more are “opening their 
minds, they’re not seeing private label as a 
knock-off, white-label product anymore.”

Additionally, millennials are drawn to 
niche brands, including private label, not 
associated with large companies. “Our lat-
est research shows that 85% of American 
shoppers are reasonably opened to the 
idea of buying private label over major 
national brands,” Vu said.

In a research note published in May, 
Barclay analyst Lauren Lieberman said 
CPG firms are stymied by limited pricing 
power and a “fragmented, fickle” consum-
er. Other factors in play since the early 
2000s –consolidation of retailers and sup-
plier consolidation – also have been am-
plified in recent years by “a growing mis-
trust of big brands, lower barriers to entry 
facilitated by the rapid nature of techno-
logical advances in digital marketing and 
e-commerce, and declining volumes year 
after year,” Lieberman said.

“While in the past, stronger brand loyalty 
rendered iconic brands somewhat shel-
tered from disruption from smaller play-
ers, today’s consumer is far more curious 
and accepting of the ‘kitschy’ or ‘local’ and 
in fact, also more mistrusting of big labels,” 
she wrote.  

“They have free will to set 
prices where they want. 
They continue to reduce 
prices and attract more 

shoppers. If you are a large 
CPG and you are looking at 
that, you can 100% expect 

Amazon to turn around 
and put pricing back on 

you.” – Mikey Vu, business 
consultancy Bain & Co.

https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS121664/Perrigos-Next-Private-Label-First-Lands-With-Second-Thoughts-On-Outlook?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS121664/Perrigos-Next-Private-Label-First-Lands-With-Second-Thoughts-On-Outlook?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS121664/Perrigos-Next-Private-Label-First-Lands-With-Second-Thoughts-On-Outlook?utm_medium=pdf&utm_source=pink
https://rose.pharmaintelligence.informa.com/RS109316/Amazon-Pays-137bn-For-Whole-Foods-Health-And-Wellness-Industry-News?utm_medium=pdf&utm_source=pink
https://rose.pharmaintelligence.informa.com/RS109316/Amazon-Pays-137bn-For-Whole-Foods-Health-And-Wellness-Industry-News?utm_medium=pdf&utm_source=pink
https://rose.pharmaintelligence.informa.com/RS109316/Amazon-Pays-137bn-For-Whole-Foods-Health-And-Wellness-Industry-News?utm_medium=pdf&utm_source=pink
?utm_medium=pdf&utm_source=pinkhttps://pink.pharmaintelligence.informa.com/PS120486/Navigating-Amazon-ECommerce-Giant-Critical-For-OTC-Drug-Sales?utm_medium=pdf&utm_source=pink
?utm_medium=pdf&utm_source=pinkhttps://pink.pharmaintelligence.informa.com/PS120486/Navigating-Amazon-ECommerce-Giant-Critical-For-OTC-Drug-Sales?utm_medium=pdf&utm_source=pink
?utm_medium=pdf&utm_source=pinkhttps://pink.pharmaintelligence.informa.com/PS120486/Navigating-Amazon-ECommerce-Giant-Critical-For-OTC-Drug-Sales?utm_medium=pdf&utm_source=pink
?utm_medium=pdf&utm_source=pinkhttps://rose.pharmaintelligence.informa.com/RS121190/Legacy-Consumer-Health-Firms-Invest-To-Compete-In-Startups-Realm-ECommerce?utm_medium=pdf&utm_source=pink
?utm_medium=pdf&utm_source=pinkhttps://rose.pharmaintelligence.informa.com/RS121190/Legacy-Consumer-Health-Firms-Invest-To-Compete-In-Startups-Realm-ECommerce?utm_medium=pdf&utm_source=pink
?utm_medium=pdf&utm_source=pinkhttps://rose.pharmaintelligence.informa.com/RS121190/Legacy-Consumer-Health-Firms-Invest-To-Compete-In-Startups-Realm-ECommerce?utm_medium=pdf&utm_source=pink
?utm_medium=pdf&utm_source=pinkhttps://rose.pharmaintelligence.informa.com/RS121190/Legacy-Consumer-Health-Firms-Invest-To-Compete-In-Startups-Realm-ECommerce?utm_medium=pdf&utm_source=pink


13   |   Pink Sheet - Consumer Health   |   November 2017 © Informa UK Ltd 2017

C O N S U M E R  H E A LT H

CLEARBLUE CONNECTS PEAK FERTILITY DATA TO SMARTPHONE APP

The Clearblue Connected Ovula-
tion Test System pairs pregnancy-
detection with a wireless applica-
tion to facilitate getting pregnant, 
P&G says.

Rolling out to mass market stores 
now, the test tracks a user’s hor-
mone profile and via Bluetooth 
technology sends data to a smart-
phone, typically alerting to the four 
or more best days to get pregnant, 
providing a window into fertility 
two days longer than any ovulation 
testing brand on the market, the 
firm says.

In a study of 87 women, four or 
more fertile days were identified 
in 80% of cycles using actual cycle 
length, the firm says. It contends 
that other OTC fertility apps pre-
dict the best days for conception 
9% of the time.

Clearblue Connected comes with a 
battery-powered, digitized holder and 
25 disposable urine testing sticks.

The device detects the amount of 
estrogen and luteinizing hormone in the user’s urine 
stream every morning and communicates results to the 
smartphone app. Peak fertility is relayed with a smiley 
face that stays on the display for 48 hours.

The app can also be used to track the woman’s men-
strual cycle and sexual intercourse so she can compare 
information from previous cycles to better understand 
her personal fertility information, P&G says.

The Clearblue Connected app is compatible with most 
iPhones and Android phones that are equipped with 
Bluetooth 4.0/BLE. It is available at retailers and on-
line for around $54.99.

OTC drug industry consultants have advised OTC 
marketers to incorporate smartphone apps to both as-

sist consumers in proper use of the 
drugs and also to help record con-
sumers’ health statistics as part of 
a growing trend toward consumer 
health self-care. (Also see “Smart-
phone Apps Appropriate For OTC 
Product Instructions – Consultant” 
- Pink Sheet, 15 May, 2017.)

Ovulation and pregnancy kit 
competitor Church & Dwight 
Co. Inc.in early 2016 launched 
an ovulation app for smartphones 
with its Bluetooth-enabled Preg-
nancy Pro line extension of its 
First Response pregnancy test kit. 
(Also see “Church & Dwight Adds 
Minions To Vitamins, Bluetooth 
To Pregnancy Test” - Rose Sheet, 4 
Feb, 2016.)

More Vicks Products
P&G also recently added to its 
OTC cough/cold lineup with 
products formulated for consum-
ers with high blood pressure by 
not using phenylephrine, which is 

known to cause spikes in blood pressure.

Vicks DayQuil HBP is indicated for adults and chil-
dren 12 and up. Each liquicap contains acetamino-
phen 650mg and dextromethorphan 30mg, to treat 
cold and flu symptoms including cough, headache, 
minor aches, pains and sore throat. Vicks NyQuil HBP 
contains the same ingredients and the antihistamine 
doxylamine succinate 12.5mg. The products retail for 
between $8.35 and $8.99 at retailers. 

P&G also is expanding its Vicks VapoRub cough sup-
pressant rub with a lavender scent version made with 
the original formulation – camphor 4.8%, eucalyptus 
oil 1.2% and menthol 2.6%. The manufacturer’s sug-
gested retail price is $4.97 to $6.99.

P&G extends its Clearblue OTC 
pregnancy test line with the Connected 

Ovulation Test System version.
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Shareholders Challenge Perrigo’s Defense Against Mylan 
Offer Two Years Earlier
EILEEN FRANCIS  eileen.francis@informa.com

P errigo Co. PLC’s reasons for rejecting 
Mylan NV’s hostile takeover in 2015 
have been recast as reasons for a law-

suit alleging the OTC private label giant over-
stated its strengths and downplayed its weak-
nesses to sway shareholders against the offer.

Perrigo’s management concealed prob-
lems with Omega Pharma NV, which it 
acquired to bolster its position as an inter-
national business also marketing branded 
consumer health products, and understat-
ed the impact on earnings from generic 
drug pricing pressures when it fended off 
Mylan’s tender, Carmignac Gestion SA, an 
investment management working with in-
dependent and network financial advisors, 
alleges in a complaint.

“Given what was at stake for defendants 
– the possibility that the company’s share-
holders would flee from their investment in 
Perrigo and exchange their shares for the 
valuable consideration offered by Mylan, 
thus ending the company – defendants had 
strong incentives to mislead the market 
about multiple aspects of Perrigo’s then-
existing business,” says Carmignac, which 
owns 3.2m shares of Perrigo’s stock with a 
value of $465.5m.

The division of French firm Societe Ano-
nyme says in the complaint filed Nov. 1 in the 
US District Court for the New Jersey District 
that it is acting on behalf of numerous mu-
tual funds and other investors that suffered 
“substantial” losses from purchasing Perrigo 
shares between April and November 2015, 
when Mylan attempted a takeover.

Mylan’s attempt failed in November 2015 
when Perrigo shareholders refused a tender 
of $75 cash and 2.3 Mylan shares, equal at 
that time to more than $200 for each Per-
rigo share. Mylan reported 40% of Perrigo 
shares were tendered, short of the 50% it 
needed. (Also see “Perrigo Stands Alone At 
Top OF OTC Private Label Market, In Hunt For 
More Deals” - Pink Sheet, 16 Nov, 2015.)

After the tender failed and shareholders 
became aware that adding Omega’s brands 
and operations was not driving growth and 
that the firm’s generic drug prices were not 

insulated from market pressures, the price 
of Perrigo common stock substantially de-
clined, causing Carmignac funds’ losses, the 
complaint alleges.

Had it “known the relevant truth with 
respect to Perrigo’s financial results, op-
erations, business and prospects, which 
was misrepresented and/or concealed by 
defendants,” Carmignac says it would not 
have purchased or otherwise acquired Per-
rigo common stock with artificially inflated 
prices, the plaintiff notes.

Carmignac seeks compensatory dam-
ages against Perrigo and three former ex-
ecutives, injunctive relief and payment of 
its legal costs.

A Perrigo spokeswoman said the firm 
does not comment on ongoing litigation.

OMEGA ‘TOOL’ TO MISGUIDE 
INVESTORS
Perrigo positioned its $4.5bn purchase of 
Omega – then the fifth largest European 
consumer health company – as accelerat-
ing its expansion into Europe and enhanc-
ing its scale and distribution network. (Also 
see “Omega Marks The Alpha Of Perrigo’s OTC 
Brand Play” - Pink Sheet, 19 Mar, 2015.)

However, Carmignac argues that Perrigo 
had no “real-time visibility” into Omega and 
its systems and “utilized unsubstantiated oral 
representations from Omega personnel as 
the foundation for Perrigo’s financial projec-
tions, guidance, and other public statements 
to the market. Unbeknownst to plaintiff and 
the market, these oral representations from 
Omega were frequently determined by Per-
rigo to be inaccurate and unreliable.”

After it obtained all financial reports on 
Omega and realized much of the data was 
false, Perrigo “continued to provide these 
undocumented and faulty numbers to 
investors in support of their public repre-
sentations about the success of the Omega 
integration and the performance of the 
Omega business,” the complaint alleges.

Perrigo “knew or recklessly disregarded 
that the acquisition was a calamity plagued 

by one issue after another, making the re-
alization of Omega’s potential value impos-
sible,” the complaint states. It notes an ex-
ample of Perrigo being unable to mitigate 
Omega’s financial data and performance in-
formation into its own information technol-
ogy system its business processes, includ-
ing accounting, sales and accounts payable.

The shareholders also allege that former 
CEO Joseph Papa and former Chief Finan-
cial Officer Judy Brown, who are named as 
defendants in the complaint, were advised 
by several senior members of Omega’s sales 
team about concerns regarding Omega 
data migration.

However, the Omega staff said they “felt 
that Perrigo, preoccupied with the Mylan 
takeover bid, disregarded or minimized the 
negative impact of the debilitating migra-
tion issues” and Perrigo executives “refused 
to engage” in discussions.

Former Perrigo Executive Vice President 
Marc Coucke, who headed Omega before 
its acquisition, also is named as a defendant.

NO ‘INSULATION’ FROM PRICING 
PRESSURES
Carmignac claims that Perrigo executives 
falsely claimed that prices for its Rx segment, 
focused on sales of generic and specialty phar-
maceutical prescription products in the US, 
were sustainable. On at least five occasions 
between April 2015 and January 2016, the 
executives “told investors that the company 
intended to keep pricing in its Rx segment “flat 
to up slightly,” the complaint alleges.

The management assured investors that 
Perrigo’s revenues were “insulated from the 
current pricing drama” in the market, ac-
cording to the complaint, which notes that 
a combination of nearly 3,000 backlogged 
abbreviated new drug applications and 
2,000 prior approval supplements at FDA 
created temporary scarcity in Rx generics 
available and led to unprecedented generic 
price inflation between 2013 and late 2014.

In contrast, however, the company and 
the executives “knew or recklessly disre-
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garded the fact that the pricing levels for 
Perrigo’s generic drug products were unsus-
tainable – a fact that the company did not 
reveal until April 2016,” the lawsuit claims.

Price erosion over the last two years has 
hammered the prescription generic sector, 
adding pressure for Perrigo to divest the 
unit. (Also see “Perrigo’s Outgoing CEO Ad-
vocates OTC Switches, Starting With Statins” 
- Pink Sheet, 11 Aug, 2017.)

The firm also issued “unsupported and 
unrealistic” financial guidance based on 
the supposed contribution of Omega and 
strength of the Rx segment throughout 
the relevant period, the complaint argues. 
A confidential witness who worked for Per-
rigo alleged the firm used aggressive sales 
projections to fend off Mylan.

Mylan announced its offer to acquire Per-
rigo about a month after the closing of the 
Omega deal and Perrigo promptly rejected 
the offer, despite analysts’ positive recep-
tion to the deal.

Mylan sweetened its offer twice and Per-
rigo remained firm. After the third rejection 
in April 2015, as the tender loomed, the firm 
engaged in an “ongoing public campaign” 

to convince shareholders to reject any 
Mylan offer, the complaint claims.

Papa spoke at numerous conferences and 
continued to draw investors’ attention to Per-
rigo’s standalone value and purported growth 
prospects and provided “overly strong” guid-
ance in August 2015 of adjusted earnings of 
between $7.50 and $8 per diluted share.

PERRIGO’S STORY FALLS APART
When Mylan officially commenced its ten-
der offer to Perrigo on Sept. 15, 2015, Car-
mignac was among the shareholders not 
tendering their shares.

Three months later, during an earnings 
briefing, Perrigo announced it was taking a 
$185m impairment charge relating to Ome-
ga and reduced its earnings guidance.

It later took another impairment charge 
and CEO John Hendrickson, who replaced 
Papa in April 2016, admitted Perrigo was 
not “immune” to pricing pressure. The firm’s 
stock price fell from $145.17 to $89.04 from 
February to May 2016, and continued to 
slip, lingering in the low eighties price-
range. Filing the complaint did not nega-
tively impact the share price, which reached 

$83.43 on Nov. 6, up 3% from the day be-
fore the lawsuit was filed.

Analysts say the firm’s stock price has 
remained steady or up slightly due to the 
influence of Starboard Value LP, a major 
shareholder that gained five seats on Per-
rigo’s board after pressing for the sale of 
the company’s Rx specialty topical generics 
business in February. (Also see “Starboard 
Agreement Tilts Perrigo Toward Rx Generics 
Sale” - Pink Sheet, 7 Feb, 2017.)

Starboard CEO Jefferey Smith has stated 
Perrigo’s share value has diminished since 
the firm convinced shareholders to reject 
Mylan’s tender and from its entry into the 
branded consumer product space through 
Omega. (Also see “Perrigo Trims Workforce, 
Ships Tysabri License, Stays European Course” 
- Pink Sheet, 1 Mar, 2017.)

Many analysts expect that Hendrickson’s 
June announcement that he will step down 
from his role when a successor is found was 
influenced by Smith; they also speculate 
the firm will sell its Rx topicals business. 
(Also see “Perrigo CEO Takes Faith In Rx Ge-
nerics Business To Exit Door With Him” - Pink 
Sheet, 6 Jun, 2017.)  

UK Decision To Allow OTC Sale Of Viagra Should  
Reduce Counterfeit Risk
VIBHA SHARMA  vibha.sharma@informa.com

T he UK regulator’s decision to allow 
Pfizer Inc’s Viagra Connect (silde-
nafil 50mg) to be sold without 

prescription has been welcomed by phar-
macists and manufacturers of branded 
over-the-counter medicines who say it will 
enable patient access to genuine and safe 
supply of one of the world’s most counter-
feited medicines.

Viagra Connect, which at present is a 
prescription-only medicine (POM), is being 
re-classified as a pharmacy (P) medicine, 
which means it will be available behind the 
counter and can be provided directly by 
pharmacists after a consultation with the 
patient about erectile dysfunction. This is 
the first medicine for erectile dysfunction 
to be reclassified from prescription-only to 
pharmacy status in the UK.

Pfizer said it plans to launch the reclas-

sified drug in the UK in the spring of 2018. 
In the meanwhile, the company will under-
take an extensive training and education 
program within pharmacies.

The Medicines and Healthcare products 
Regulatory Agency said that the decision 
to reclassify Viagra Connect as a pharmacy 
medicine was made following a “reassuring 
assessment” of the safety of the medicine, 
coupled with advice from the Commission 

on Human Medicines, and a public consulta-
tion earlier this year with a positive outcome.

Following the reclassification, the MHRA 
explained, pharmacists will be able to de-
termine whether treatment with Viagra 
Connect is appropriate for the patient and 
can give advice on: erectile dysfunction; us-
age of the medicine; potential side-effects; 
and whether further consultation with a 
general practitioner is required.

“Making this medication more widely 
available will help direct men who might 
not otherwise seek help into the healthcare 
system and away from the risks that come 
with buying medicines from websites op-
erating illegally,” the MHRA said. It noted 
that over the past five years, investigators 
from the MHRA have seized unlicensed and 
counterfeit erectile dysfunction medicines 
worth more than £50m.
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Pfizer’s UK Medical Director Berkeley 
Phillips said the availability of Viagra Con-
nect in pharmacies from next year will of-
fer men who are eligible for the product a 
“convenient way” to access the drug. “We 
understand some men may avoid seeking 
support and treatment for this condition, 
so we believe giving them the option to 
talk to a pharmacist and buy Viagra Con-
nect could be a real step forward in en-
couraging more men into the healthcare 
system,” he said.

The Proprietary Association of Great Brit-
ain (PAGB), which represents manufacturers 
of branded over-the-counter medicines, 
said erectile dysfunction can be easily self-

diagnosed and is suitable for self-treatment, 
with the support of a pharmacist. “Empow-
ering people to self care by increasing ac-
cess to medicines that have demonstrated 
a good safety profile and suitability for sup-
ply through pharmacies is very positive… 
In this specific case …[it will also] reduce 
the likelihood of them accidentally pur-
chasing counterfeit products online,” said 
PAGB chief executive John Smith.

As erectile dysfunction may be a sign of 
an underlying condition such as diabetes, 
high blood pressure, or heart disease, there 
could also be a wider benefit to public 
health in the long term. This move could 
“bring more men into the healthcare sys-

tem where they can get proper advice and 
referral to their GP if necessary for further 
treatment,” said Ash Soni, president of the 
Royal Pharmaceutical Society, the profes-
sional membership body for pharmacists.

Viagra Connect will not be sold to those 
with severe cardiovascular disorders or at 
high cardiovascular risk, with liver failure or 
severe kidney failure, or who are taking cer-
tain interacting medicines. The use of the 
drug in these groups of men will continue 
to be under the supervision of a doctor. 
Also, other presentations of the drug (i.e., 
Viagra 25mg, 50mg, 100mg film-coated 
tablets) will remain available on prescrip-
tion only.  

FDA Adds ‘Doctor’ To CV Statement For OTC Aspirin 
Labeled With Hearts
MALCOLM SPICER  malcolm.spicer@informa.com

O TC aspirin makers often use car-
diovascular imagery on packages 
to attract consumers interested in 

using the products to help reduce chances 
of a heart attack or stroke. FDA now is instruct-
ing US marketers to include information more 
pointedly suggesting that these consumers 
consider first seeking physician advice,

In final guidanceannounced Nov. 6, 
FDA makes clear that it not only expects 
OTC aspirin marketers to include a state-
ment referring to doctors when package 
labels include a heart or other image sug-
gesting a CV indication, but also that they 
bear this specific statement: “Talk to your 
doctor or other healthcare provider be-
fore using this product for your heart.” A 
draft issued nine months earlier proposed 
a similar but shorter and more general 
recommended statement, using “Consult 
your healthcare provider …” rather than 
“Talk to you doctor or other healthcare 
provider …” (Also see “Aspirin Wearing 
Hearts On Packages Needs CV Statement, 
Too – CDER” - Pink Sheet, 12 Jan, 2017.)

Issued by FDA’s Center for Drug Evaluation 
and Research, the policy applies to aspirin-
containing OTCs with CV-related imagery 
marketed under the tentative final mono-
graph for internal analgesic, antipyretic and 
antirheumatic OTC drugs. It does not set a 

specific date or period of time for compli-
ance with the policy.

In response to the new final guidance, 
Bayer AG said it is considering how it will 
change labeling currently used for most 
Bayer Aspirin products that includes a state-
ment similar but not identical to FDA’s recom-
mended language.

A spokesman for Bayer’s US consumer 
products business said most Bayer Aspirin 
formulations labeled with CV imagery already 
include the statement, “aspirin is not appro-
priate for everyone, so be sure to talk to your 
doctor before you begin an aspirin regimen.”

The firm “is currently reviewing the FDA 
guidance and will consider how to incorpo-
rate FDA’s new recommended statement into 
its aspirin labeling,” the spokesman said.

Other firms subject to the guidance also 
face adding the 15-word statement in a 
manner that satisfies FDA, a potential chal-
lenge given limited space on package fronts 
and other multiple information items re-
quired there.

The guidance says the recommended state-
ment should appear in reasonable proximity 
to the CV-related imagery and with similar 
prominence in at least 6-point type size font 
on the principal display panel. It also states 
that it does not address alternative language, 
other health imagery or other CV claims on 

consumer-directed label or labeling that “may 
otherwise misbrand the product.”

Potential side effects from long-term aspi-
rin therapy prompted the agency to recom-
mend that any CV-related imagery on OTC 
aspirin labels be paired with a statement that 
reminds consumers to talk to doctors or other 
health care providers before using aspirin for 
the professional indication of secondary pre-
vention of cardiovascular diseases, the guid-
ance says.

“More specifically, FDA does not intend to 
take action against manufacturers of single-
ingredient aspirin, buffered aspirin, and aspi-
rin in combination with an antacid, marketed 
pursuant to the TFM for IAAA Drug Products 
because the product label includes cardio-
vascular-related imagery such as the heart 
image, if the label also includes the” state-
ment printed in the guidance, CDER says.

In addition to hearts, CV-related imagery 
displayed on some OTC aspirin principal 
display panels include electrocardiography 
graphics and stethoscopes around heart im-
ages. Aspirin’s indication for the secondary 
prevention of CV events, such as recurrent 
heart attack or ischemic stroke, is approved 
only under the direction of a physician.

OTC aspirin products that do not include 
cardiovascular-related imagery on PDPs are 
not subject to the guidance.  
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Lost In Translation:  
Rx Drug Used Where OTC Hydrocortisone Belongs
MALCOLM SPICER  malcolm.spicer@informa.com

A manufacturer in China incor-
rectly translated ingredient 
names and “always” has used 

the Rx corticosteroid dexamethasone 
in a drug distributed in the US as an 
OTC hydrocortisone topical, accord-
ing to FDA.

The product made by Zhanjiang 
Jimin Pharmaceutical Co. Ltd., of 
Guangdong, China, was distributed in 
the US by Lucky Mart Inc. under the 
brand Piyanping Anti-Itch Lotion and 
has been on recall since Aug. 30. FDA 
assigned its most urgent recall classification, 
for products that pose reasonable probabili-
ty of serious adverse health consequences or 
death, to the Piyanping Anti-Itch recall, the 
agency’s recall database indicates.

In a warning letter published Nov. 7, the 
Office of Manufacturing Quality in the Of-
fice of Compliance of FDA’s Center for Drug 
Evaluation and Research said during a May 
inspection of Zhanjiang Jimin Pharmaceuti-
cal’s plant, investigators questioned the firm 
about a discrepancy between labeled active 
ingredients and finished product testing re-
cords for the hydrocortisone-labeled product.

“They were told that there was a trans-
lation mistake where firm management 
had thought hydrocortisone was the 
same material as dexamethasone. Your 
firm further explained that they had al-
ways purchased dexamethasone acetate 
for use in Piyanping Anti-Itch Lotion and 
had never purchased hydrocortisone API,” 
the letter states.

However, dexamethasone is not includ-
ed in any OTC drug monograph for any 
indication, including external analgesic an-
tipruritic uses, and FDA is not aware of evi-
dence a product with the same formulation 
as Piyanping Anti-Itch Lotion is otherwise 
eligible for inclusion in ongoing mono-
graph rulemakings.

Zhanjiang Jimin Pharmaceutical re-
ceived from FDA a National Drug Code 
number needed to market the product in 
April 2011. Piyanping Anti-Itch labeling 
includes Mandarin language characters as 

well as English text, indicating the product 
is targeted for an immigrant community.

According to FDA’s Orange Book, dexa-
methasone-containing Rx ointments are 
ophthalmic treatments, used for steroid-
responsive inflammatory ocular conditions 
for which a corticosteroid is indicated and 
where bacterial infection or a risk of bacte-
rial ocular infection exists. The ingredient 
also is available Rx in oral delivery formats.

In its announcement of the recall follow-
ing FDA’s inspection of Zhanjiang Jimin 
Pharmaceutical, Lucky Mart said multiple-
daily uses of a dexamethasone-containing 
topical could cause serious side effects in-
cluding whitening or thinning skin; adre-
nal suppression such as high blood sugar, 
weakened immunity, electrolyte imbal-
ances, emotional lability and slowing of 
growth in children; and glaucoma and cat-
aracts. The South El Monte, Calif., firm said 
it had not received any reports of adverse 
events related to the product.

GMPS AT CORE OF PROBLEM
FDA advised Zhanjiang Jimin Pharmaceu-
tical that using dexamethasone as the ac-
tive pharmaceutical ingredient rather than 
hydrocortisone is an indication of good 
manufacturing practices problems. The er-
ror showed the firm did not have adequate 
quality control unit for approving or reject-
ing ingredients and all other components 
that make up a drug product manufactur-
ing process, CDER’s OMQ said in the letter 
submitted Oct. 30.

Additionally, although Zhanjiang 
Jimin Pharmaceutical recalled all lots 
of the noncompliant drug product 
distributed to the US, FDA is not con-
fident the mistake will not recur.

“You have not provided details of 
an investigation of the failure of your 
quality unit and your action plan to 
prevent recurrence. You also have not 
provided details of an evaluation to 
ensure all the drug products you re-
leased for distribution to the US were 
manufactured with appropriate com-

ponents,” the letter states.
Another GMP problem at Zhanjiang Ji-

min Pharmaceutical was the absence of ap-
propriate laboratory determination of satis-
factory conformance to final specifications 
for a drug product, for each batch. “Testing 
your active ingredients is essential to en-
suring the drug products you manufacture 
meet their established specifications for 
chemical attributes they purport to pos-
sess,” FDA advises the firm.

Additionally, Zhanjiang Jimin Pharma-
ceutical was noncompliant with the drug 
GMP requirement to establish adequate 
written procedures for production and 
process control designed to assure that the 
drug products its manufactures have the 
identity, strength, quality and purity they 
purport or are represented to possess

FDA recommended Zhanjiang Jimin 
Pharmaceutical retain a regulatory con-
sultant to guide its remediation into GMP 
compliance. In addition to providing insuf-
ficient information on its recall procedures, 
the firm’s Aug. 16 response to FDA’s findings 
did not convince the agency that it has:

 • quality control test methods and specifi-
cations to analyze each drug batch prior 
to a batch release decision, including 
chemical and microbial quality attributes;

 • “a clear commitment” to testing prod-
ucts for identity and strength of active 
ingredients and all other appropriate 
quality attributes, including total count 
and objectionable microorganisms;

Zhanjiang Jimin Pharmaceutical told FDA it  
“always” has used dexamethasone rather than 

hydrocortisone in the OTC topical marketed in the US  
as Piyanping Anti-Itch Lotion.

Photo courtesy of Zhanjiang Jimin Pharmaceutical Co.
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 • specific timelines for process perfor-
mance qualification for each products 
and a detailed summary of its approach 
for routinely monitoring intra-batch 
and inter-batch variations.

Piyanping Anti-Itch Lotion also was mis-
branded because with the API dexametha-
sone, it is not indicated for its labeled use, 

“Temporarily relieves itching associated 
with minor skin irritations, inflammation, 
& rashes.”

OTC drugs intended for the relief of 
itching and other external analgesic 
uses are available under a tentative final 
monograph as FDA evaluates their clas-
sification as generally recognized as safe 
and effective.

The FDA warning to Zhanjiang Jimin 
Pharmaceutical is one of a spate of drug 
GMP warning letters to foreign manufactur-
ers in recent months, particularly to firms in 
Asia. Of FDA’s 110 drug GMP warning letters 
in 2016, 29 went to firms in Asia, most of 
them in China and India. (Also see “FDA Hits 
Two More Asian Firms With Drug GMP Warn-
ing Letters” - Pink Sheet, 20 Sep, 2017.)  

Nurofen Ad ‘Headache’ Audio Without Visual  
Makes General Pain Claim
MALCOLM SPICER  malcolm.spicer@informa.com

R epeated references to “headache” 
does not imply that the Nurofen 
ibuprofen OTC specifically targets 

headache pain when an image of a head 
is absent, the UK advertising regulator says 
in a review of advertising for the Reckitt 
Benckiser Group PLC product marketed in 
the country.

The Advertising Standards Authority 
says the voiceover in an ad aired in July by 
the firm’s RB UK Commercial Ltd. business 
“specifically referenced headache relief” but 
also stated Nurofen “acts at the source of 
pain” as graphics showed the product “act-
ing on non-specific nerves.”

Additionally, the ad featured on-screen 
text stating “For pain relief” and “Blocks en-
zymes that cause pain” and did not feature 
product names that referenced specific 
types of pain or areas of the body, accord-
ing to the ASA report published Nov. 22.

The independent advertising regulatory 
agency received a complaint that the ad 
misleadingly implied the 200-mg product 
specifically targeted headache pain. It con-
sidered whether the content violated UK 
regulations prohibiting misleading and ex-
aggerated advertising and requiring claims 
substantiation.

ASA determined that consumers would 
“understand that the product was for pain 
relief generally and that headache relief 
had been referenced as an example of the 
type of pain relief it could provide, rather 
than that the product was specifically for 
headaches or that it directly targeted them.”

RB UK Commercial responded to ASA’s 

inquiry by saying a primary objective of the 
ad was ensuring consumers understand 
the mode of action of ibuprofen and how 
it operated in delivering pain relief. The firm 
“believed it was important for consumers 
making a decision about medication to un-
derstand differences in how the medicines 
operated,” the report states.

Nurofen works at the source of pain by 
inhibiting prostaglandin synthesis that 
causes pain, a process illustrated by a 
graphic that showed a tablet of the prod-
uct against a network of blue images rep-
resenting nerves approaching a red image, 
which turns blue as the voice-over stated, 
“provides faster and more effective head-
ache relief than standard paracetamol”.

RB UK Commercial also emphasized that 
graphics in the ad did not show the head 

or neck, or the product moving toward the 
head and said the claim “For pain relief” was 
intended to be clear Nurofen was suitable 
for pain relief generally, rather than specifi-
cally targeting headache pain.

The firm contended the graphic present-
ed enzymes across the body, not only at the 
site of pain and not referring to enzymes 
that caused headaches. It said “that head-
ache relief was referenced in the ad as an 
example of how the product could be used, 
rather than as an inference that it specifi-
cally treated headaches,” ASA reported.

Instead, RB UK Commercial referred to 
headache relief “in the context of compar-
ing the effectiveness and speed of action of 
ibuprofen over paracetamol,” which the ad 
illustrated as a choice “between faster/slow-
er and more/less effective equipment.”  

A voiceover in a Nurofen ad “specifically referenced headache relief” but also stated ibuprofen 
“acts at the source of pain” as graphics showed the product “acting on non-specific nerves.”
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