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Legislators On OTC Monograph Reform:  
What Took You So Long?
MALCOLM SPICER  malcolm.spicer@informa.com

M embers of a House subcommittee 
don’t doubt whether FDA’s OTC 
drug monograph program needs 

changes, but several want to know what 
took the agency so long to ask for help.

The Energy and Commerce Committee’s 
Health subcommittee heard testimony on 
Sept. 13 from FDA drug center chief Janet 
Woodcock and industry stakeholders on 
monograph reform.

A discussion draft principally authored 
by Energy and Commerce member Robert 
Latta, R-OH, largely tracks a proposal nego-
tiated by FDA’s Center for Drug Evaluation 
and Research and drug firm representa-
tives that takes monograph decisions out 
of the rulemaking arena, giving the agency 
authority to use administrative orders in-
stead, and sets timelines for evaluations 
for each proposal as well as imposing fees 
of annual facility registrations and per-pro-
posal payments. Subcommittee members 
appeared supportive of potentially ex-
panding an eventual bill, including adding 
provisions to provide market exclusivity 
in some cases. (Also see “Exclusivity Provi-
sion Surfaces In OTC Monograph Bill” - Pink 
Sheet, 14 Sep, 2017.)

Subcommittee members working with 
Latta on the monograph reform draft and 
the panel’s majority and minority party 
leadership were joined by some 20 mem-
bers from both parties during the hearing 
in expressing support for legislation that 
would improve the monograph process. 
Several members, however, also expressed 
surprise that they weren’t apprised much 

sooner about problems that FDA officials 
say have hamstrung the monograph prog-
ress for much of its 40-plus years.

“If the system is broken … my gosh, does 
it take 45 years for the FDA to say, ‘we need 
help’?” said Rep. Joe Barton, R-TX.

Barton, vice chairman of the full commit-
tee, added that monograph logjam wasn’t 
something FDA leadership wouldn’t have 
known about. “Somebody there has known 
for a long, long time that this was a prob-
lem,” he said.

Rep. Anna Eshoo, D-CA, struck a similar 
tone in her questions for Woodcock while 
also saying Congress should be absolved 
from any blame for the failure of the mono-
graph program to fulfill its intended pur-
pose since it was established in 1972.

“Not that [monograph reform] t doesn’t 
need to be addressed, but it’s strange to me 

that it has been addressed,” Eshoo said.
“Clearly this has been overlooked. My 

sense is that rests more with the FDA than 
with Congress,” she added.

She also noted that cooperation be-
tween the subcommittee and FDA officials 
is a two-way process. “I’m talking about the 
relationship between the agency and Con-
gress,” Eshoo said.

Woodcock, speaking and fielding ques-
tions alone, did not excuse FDA for not ask-
ing Congress about changing the mono-
graph process earlier, saying only that her 
and other officials’ direct conversations 
with Capitol Hill are limited to testimony 
and other comments at hearings.

“We’re not allowed to lobby Congress. 
That is my understanding,” she said.

Woodcock did allow, though, that mono-
graph reform has not been a priority legis-
lative issue at the agency. “This is a rather 
obscure program and many people are un-
aware of it and how it works.”

Higher FDA legislative priorities have 
included comprehensive food safety regu-
latory changes Congress passed in 2011 
in addition to five-year authorizations of 
the agency’s existing pharmaceutical and 
medical device user fee programs, with the 
latest, the FDA Reauthorization Act, com-
ing in August. (Also see “Implementing User 
Fees Should Be Lighter Lift For FDA This Time 

Around; Bill Heads To White House” - Pink 
Sheet, 3 Aug, 2017.)

Subcommittee Chairman Michael Bur-
gess, R-TX, acknowledged during the hear-
ing that a Senate discussion for monograph 

https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
pink.pharmamedtechbi.com?utm_medium=pdf&utm_source=pink
pink.pharmamedtechbi.com?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/PS121539/Legislators-On-OTC-Monograph-Reform-What-Took-You-So-Long?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/PS121539/Legislators-On-OTC-Monograph-Reform-What-Took-You-So-Long?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2017/09/14/exclusivity-provision-seems-likely-to-surface-in-otc-monograph-bill?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2017/09/14/exclusivity-provision-seems-likely-to-surface-in-otc-monograph-bill?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2017/09/14/exclusivity-provision-seems-likely-to-surface-in-otc-monograph-bill?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2017/08/03/implementing-user-fees-should-be-lighter-lift-for-fda-this-time-around-bill-heads-to-white-house?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2017/08/03/implementing-user-fees-should-be-lighter-lift-for-fda-this-time-around-bill-heads-to-white-house?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2017/08/03/implementing-user-fees-should-be-lighter-lift-for-fda-this-time-around-bill-heads-to-white-house?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2017/08/03/implementing-user-fees-should-be-lighter-lift-for-fda-this-time-around-bill-heads-to-white-house?utm_medium=pdf&utm_source=pink


2   |   Pink Sheet - Consumer Health   |   September 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.pharmamedtechbi.com/consumer-drugs for full access to 
our comprehensive, up-to-the-minute news coverage and analysis.

Pink Sheet
Pharma intelligence | S E P T 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@pharmamedtechbi.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    Legislators On OTC Monograph Reform: What Took You So Long?

 3 Exclusivity Provision Surfaces In OTC Monograph Bill

 5 Legacy Consumer Health Firms Invest To Compete In Start-Ups’ Realm: E-Commerce

 7 ‘Not As Easy’ OTC Codeine Label Changes Worry FDA Rx Product Advisors

 8 Making Imodium Rx-Only No Help On Curbing Opioid Abuse – CHPA

 10 Public Citizen Attempts To Force FDA Decision On Benzocaine Petition

 11 Supplement’s IBS Treatment Claim Fails UK Review Following J&J Ltd. Complaint

 13 OTCs Launched On Fluticasone ANDAs, Lidocaine In Monograph

 13 Perrigo Glows From Mucinex Private Label Plan, Starboard Plug

1 5 As P&G Board Vote Looms, Activist Investor Peltz Gains Endorsements

https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
http://pink.pharmamedtechbi.com/consumer?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
mailto:clientservices@pharmamedtechbi.com


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

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

reform had been circulated as a potential 
addition to FDARA, but lawmakers didn’t 
have time to discuss incorporating the 
language before passing the bill as little 
time remained before the existing user fee 
streams would expire.

“We were pretty far down the road and I 
made the decision that nothing was going 
to deter us from getting the reauthorization 
across the finish line,” Burgess said.

The chairman didn’t offer a timeline for the 
subcommittee’s potential work on mono-
graph reform legislation, but he clearly agrees 
with FDA’s assessment that the program is 
bogged down by a public rulemaking process 
that turns any change, even urgent safety la-
beling, commonly into more than five and 
sometimes as many as 10 years of work.

“The regulatory agency needs to be 
much more agile than it currently is able 
to be under the monograph system,” Bur-
gess said.

ADMINISTRATIVE ORDERS 
UNCLOG THE PROCESS
Woodcock, in written testimony and briefer 
remarks she stated at the hearing, reiter-
ated to the subcommittee members the 
monograph program’s plight she has de-
scribed since FDA in 2014 launched its ini-
tiative to develop a proposal for improving 
the program. (Also see “’Real Challenge’ To 
Improve OTC Monograph Program Without 
User Fees – FDA” - Rose Sheet, 16 Jun, 2016.)

“This process is frozen in 1972,” she said.
“I think we have identified the problem,” 

responded Rep. Buddy Carter, R-GA.
FDA launched the program in 1972 as a 

system for allowing OTC ingredients gener-
ally regarded as safe and effective for their 
intended uses to remain available and as 
a process for proposing additions of more 
ingredients or indications. A monograph 
states ingredients and formulations that 
can be used in nonprescription drugs for 

certain indications.
The program has been stalled for much of 

its 45 years, however, under a process that 
requires notice-and-comment rulemaking 
for any addition or change and that not 
only impedes adding OTC ingredients and 
indications, but also prevents FDA from effi-
ciently responding to problems with mono-
graph products on the market.

“We have really been hampered in re-
sponding rapidly to emerging safety issues,” 
Woodcock said.

While the rulemaking process has prov-
en cumbersome for the monograph pro-
cess, the administrative order authority 
FDA wields for its oversight of and Rx and 
OTC drugs and medical devices approved 
through application processes should ac-
celerate the monograph system, she said.

Administrative orders, the CDER direc-
tor said, are “quite appropriate for scientific 
decision-making.”  

Exclusivity Provision Surfaces In OTC Monograph Bill
MALCOLM SPICER  malcolm.spicer@informa.com

M embers of the House Energy and 
Commerce Committee are inter-
ested in allowing manufacturers 

periods of market exclusivity for some OTC 
monograph products as part of legislation 
to streamline the FDA system and establish 
a user fee program to support the agency’s 
work in the area.

That was one of the take-aways from 
the Sept. 13 House Energy and Commerce 
Health Subcommittee hearing on OTC 
monograph reform. (Also see “Legislators On 
OTC Monograph Reform: What Took You So 
Long?” - Pink Sheet, 14 Sep, 2017.)

The hearing focused on a discussion 
draft principally authored by Energy and 
Commerce member Robert Latta, R-OH, 
to provide more flexibility for OTC mono-
graph decisions and establish user fees. The 
draft currently does not include provisions 
to provide market exclusivity for spon-
sors of certain monograph proposals, but 
subcommittee ranking minority member 
Gene Green, D-TX, and Virginia Republican 
Morgan Griffith were among the members 
who asked whether the option should be 

included in potential legislation.
Suggesting OTC monograph legisla-

tion could become a vehicle for broader 
changes should it move forward, several 
subcommittee members also stated inter-
est in establishing regulations for the agen-
cy’s oversight of cosmetics manufacturing, 
including creating a user fee program. De-
velopment of regulations for the cosmet-
ics industry has been a contentious issue 
between manufacturers and consumer 
health and environmental advocates. (Also 
see “Beautycounter-Led Coalition Lobbies For 
Tighter Cosmetics Regulations” - Rose Sheet, 
12 Sep, 2017.)

Subcommittee Chairman Michael Bur-
gess, R-TX, also used the hearing as an op-
portunity to ask Woodcock about the out-
look for the return of OTC asthma inhalers 
(see box, p. 4.) 

Should the subcommittee and other law-
makers keep the two-year market exclusivi-
ty provision in potential monograph reform 
legislation, they would have FDA’s support.

Woodcock said “many folks want to talk 
about exclusivity,” but FDA doesn’t decide 

Suggesting OTC  
monograph legislation 

could become a vehicle for 
broader changes should 
it move forward, several 
subcommittee members 

also stated interest in 
establishing regulations  

for the agency’s  
oversight of cosmetics 

manufacturing.
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whether its regulations for drug and other 
product approvals include that incentive 
for manufacturers.

As with market exclusivity allowed for 
some products marketed as Rx-to-OTC 
switches, a piece of the Hatch-Waxman 

Act passed in 1984 to establish FDA’s cur-
rent system regulating generic manufac-
turing and encourage development of 
generics, allowing exclusivity for approved 
monograph proposals would have to come 
through legislation.

Whether two years would provide suffi-
cient incentive for manufacturers might not 
find agreement across the industry, though.

“I believe that is something that needs to 
be resolved,” Woodcock said.

Due to retailers’ typical cycles of OTC 
inventory shifts for seasonal needs and 
other reasons, a product might not have 
prominent positioning on store shelves for 
months after it approved, limiting its exclu-
sivity advantage. Additionally, manufactur-
ers need time to produce market-launch 
inventory following FDA approval, but a 
two-year year exclusivity clock would start 
with the agency’s approval, not when a firm 
starts distributing a product.

Any FDA-certified firms are allowed to 
make monograph drugs, which discour-
ages some firms from investing in research 
and testing needed to substantiate GRASE 
for adding formulations or indications to a 
monograph. (Also see “Two-Tier OTC Mono-
graph Approach Could Come With User Fee 
Revamp” - Pink Sheet, 19 May, 2017.)

“There hasn’t been a lot of innovation,” 
said Scott Melville, president of the Consum-
er Healthcare Products Association trade 
group.

While allowing market exclusivity for ap-
provals of some of the more costly propos-
als could incentivize firms to invest in the 
research, Rep. Brett Guthrie, R-KY, pointed 
out the legislation will weigh manufacturers’ 
benefits with consumers’ health care costs.

“We must also be sure that our desire for 
innovation doesn’t overcome our concern 
for patients’ access,” said Guthrie, who is full 
committee vice chairman.  

WHITHER OTC ASTHMA INHALER?

Rep. Burgess a physician, remains interested in whether an OTC emergency 
asthma inhaler will become available again. In 2011, he questioned FDA’s order 
to remove Primatene Mist from the market because the epinephrine product 
used ozone-depleting chlorofluorocarbons as a propellant.

“Let me make a plea, asthmatics do need an over-the-counter inhaler,” Burgess 
said to close the subcommittee’s questions for Woodcock.

The CDER director, however, could offer no comment other than noting that Am-
phastar Pharmaceuticals Inc.’s new drug application for Primatene Mist reformu-
lated with hydrofluoroalkane as a propellant remains pending at the agency.

Amphastar has received two complete response letters from FDA on its NDA for 
a reformulated Primatene Mist, the second in December 2016 requested addi-
tional changes to the labeling and packaging and another human factor valida-
tion study to assess consumers’ ability to use the actuated, or breath-triggered, 
inhalation aerosol without the guidance of a doctor or pharmacist. (Also see 
“Primatene Mist CRL Underscores Challenges For OTC Asthma Treatments” - Pink 
Sheet, 4 Jan, 2017.)

The CRL, roughly two years after the first in late 2014, likely added as much as 18 
months to the time needed before Amphastar could re-launch the OTC product 
after receiving approval. FDA does not question epinephrine’s safety, but the 
CRLs indicate the agency has heeded concerns of a joint panel of the Nonpre-
scription Drugs and Pulmonary-Allergy Drugs advisory committees in 2014.

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

and thought leaders across the globe. Visit pink.pharmamedtechbi.com
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Legacy Consumer Health Firms Invest To Compete  
In Start-Ups’ Realm: E-Commerce
EILEEN FRANCIS  eileen.francis@informa.com

M ajor consumer health product 
companies are turning more to 
e-commerce to drive sales as 

smaller firms, predominantly digital-based 
start-ups, increasingly disrupt global sales 
models and gain market share.

Executives from Johnson & Johnson, 
Colgate-Palmolive Co., Procter & Gamble 
Co. and Church & Dwight Co. Inc. dis-
cussed strategies they plan to implement 
to fuel sales online recently at the Barclays 
Global Consumer Staples Conference in 
New York.

In 2015, e-commerce sales across con-
sumer packaged goods categories soared 
42%, well ahead of overall online sales 
growth, according to market research firm 
1010data.com (see chart below).

Amazon subscription, a key online sales 
driver, more than tripled in 2015. More 
than 20% of the overall e-commerce 
growth was through Amazon’s Subscribe 
and Save feature, which allows shoppers 
to save on personal care and household 
staples when they sign up for the feature 
that automatically refills product orders.

J&J RETOOLS ACROSS ITS 
BANDWIDTH
Jorge Mesquita, J&J’s worldwide consumer 
business chairman, acknowledged the 
threat facing large consumer packaged 
goods firms – the growing number of 
start-ups cutting out retailers and selling 
directly to consumers online or through 
their subscription serviced, often offering 
lower prices.

The competitors disrupting the market 
include Dollar Shave Club, a subscription-
based razor company purchased by Unile-
ver NV in 2016, and Hello Products LLC, 
which sells a line toothpastes free of syn-
thetic ingredients in non-traditional fla-
vors. (Also see “Oral Care Brands’ Social Me-
dia Fame Is Fuzzy Picture Of Sales Growth” 
- Pink Sheet, 24 Aug, 2015.)

Also making an impact are e-commerce 
upstarts like Brandless Inc., a recently 
launched online platform with off-brand 
products for $3 or less. The firm markets 
oral care, feminine hygiene and hand 
soaps, in addition to beauty and house-

hold products and food.
“You see these new players coming into 

our category and at the heart of this dis-
ruption, there is a new consumer-centric 
paradigm, and that’s challenging com-
pletely the cost of goods scale and the 
value scale as we know it and its forcing 
a change in both the retail and the media 
landscape,” Mesquita said.

J&J aims to compete with start-ups and 
other smaller firms by creating a more per-
sonal connection with consumers, offering 
products that match local tastes and using 
advertising with locally relevant messages. 
(Also see “J&J Consumer Health Brands Deliv-
er Local Connections In Startup Style” - Rose 
Sheet, 7 Sep, 2017.)

With a $3.5bn consumer business com-
prising six categories – OTC drugs, oral 
care, beauty feminine care, wound care 
and baby care – J&J expects to increase its 
e-commerce business eightfold over the 
next three years, Mesquita said. The firm is 
investing in supply chain, information tech-
nology and management reach its goal.

“We’re experimenting with connected 
commerce or direct-to-consumer as well,” 
he said, but did not discuss specific plans 
or brands involved.

J&J markets Tylenol analgesics, Lister-
ine mouthwash and the Aveeno and Neu-
trogena skin care lines, which are sold on 
major retail websites including Amazon, 
Walmart.com and Target.com. 

At the same time, J&J will continue to 
target traditional food, drug and mass-
merchandise outlets and also look to grow 
in emerging retail channels, such as dis-
count stores like Lidl and Aldi, which are 
growing “equally fast” to e-commerce but 
in a “less heralded way,” Mesquita said.

J&J also will try to keep pace with start-
ups in following consumer trends. Start-ups 
“capitalize on the rise of emerging channels. 
They don’t just play in the legacy channels 
but they figure out what are the new shop-
ping behaviors, new emerging channel 
trends and they [disproportionately] drive 
growth in those channels,” he said.

Consumer Packaged Good Product Categories 
E-Commerce Growth

Toothpaste online sales were fastest growing among consumer  
health product categories in 2015. 

Source: 1010data datasets for 2015 e-commerce
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COLGATE LEADS US ONLINE 
TOOTHPASTE SALES
On Sept. 6, Colgate President and CEO Ian 
Cook said the firm is “driving very, very 
hard both by establishing organization 
and increasing investment to maximize 
our growth in e-commerce, focused on 
our performance versus prior months, not 
prior year, both in terms of market share 
and absolute growth.”

Cook did not provide Colgate’s e-com-
merce sales figures or the channel’s per-
centage of total sales, but he noted the 
firm currently is the toothpaste sales lead-
er in the US, UK and China. In the 2017 first 
quarter of 2017, Colgate reported its e-
commerce business nearly doubled year-
over-year.

In the US, Colgate toothpastes are sold 
through major online retailers; on the Col-
gate Total branded site, a “buy now” fea-
ture connects shoppers to Amazon.com to 
place orders, while its Tom’s of Maine brand 
allows purchases directly from its website.

The Colgate and Tom’s of Maine brands, 
according to 1010data.com, accounted for 
26% market share of all toothpastes sold 
online in the US in 2015, although P&G’s 
Crest toothpaste was the top-selling brand 
online. Toothpaste was the second-fastest 
growing consumer packaged goods cat-
egory in 2015, with 75% year-over-year 
growth, according to 1010data.

“We’re putting investment ahead of 
the curve so that we’re ready when that 
growth accelerates more broadly in our 
categories,” Cook said, noting that in some 
markets e-commerce is still in its infancy.

The firm is focusing on “premiumiza-
tion” of products sold online, attracting 
shoppers with lower-priced products and 
over time presenting them with more ex-
pensive items.

Additionally, “the use of multipacks, 
search optimization – a combination of 
paid and organic – and specific packag-
ing to make the online experience a very 
good one for the purchaser,” Cook said.

“I think packaging is going to become 
a discriminating factor for succeeds in 
e-commerce. Not just the packaging for 
delivery, but the actual physical packag-
ing itself.”

At the 2016 Barclay conference, Colgate 
announced it was starting to increase its e-
commerce investing to better understand 

consumer shopping behaviors online. 
(Also see “Colgate Weighs Subscription Sales 
In Oral Care E-commerce Strategy” - Pink 
Sheet, 13 Sep, 2016.)

P&G ONLINE SALES SURPASS $3BN
P&G’s 30% e-commerce sales growth for its 
fiscal 2017, which year ended June 30, “sig-
nificantly” outpaced its offline sales, Presi-
dent and CEO David Taylor said on Sept. 8.

The firm sells Crest oral care products 
and other consumer health products in-
cluding Prilosec OTC frequent heartburn 
treatment and Pepto Bismol upset stom-
ach remedy online through its P&G Shop 
and individual branded websites, where 
sales are conducted by third-party online 
retailers, and also owns a subscription-
distribution platform for men’s grooming 
products under the GilletteShave Club. 
(Also see “P&G Talks Digital, Shave Biz Strat-
egy In Light Of Unilever’s DSC Buy” - Rose 
Sheet, 3 Aug, 2016.)

“Our e-commerce sales are over $3bn 
now, larger than our top two peer compet-
itors combined. These sales are relatively 
balanced across big e-commerce markets 
with North America, Europe, and China 
each delivering about $1bn in sales last 
year,” Taylor said.

In the US, Taylor suggested a strong 
e-commerce platform is necessary to at-
tract millennial consumers, who number 
around 80m and make considerable on-
line purchases. “We held a good share in 

eight of the 10 categories in e-commerce 
among millennials,” he said.

Asked how P&G’s largest brands – some 
with $1bn in annual sales – are compet-
ing against small players who are driving 
growth in multiple channels and mar-
kets, Taylor touted P&G products’ areas of 
strength and said its 10 major brands are 
growing at a rate above the rest of the 
market in their respective categories.

“One of the things that’s a misnomer is 
big brands can’t grow,” Taylor said.

He said P&G brands are strong on sites 
like Amazon.com because they turn up 
in the first two pages of search results, 
where most shoppers choose the prod-
ucts they buy.

The brands also are thriving in discount 
and club retail doors, he added. “What 
generally happens, you find the biggest, 
most popular brand and private label. In 
those, the middle brands are having a real 
trouble.”

P&G has said while it looks to grow its 
e-commerce business, it remains primarily 
focused on selling its health, personal and 
household products through conventional 
retailers. (Also see “P&G Keeps Direct-to-
Consumer In Perspective, Retail Distribution 
Primary” - Pink Sheet, 26 Oct, 2016.)

C&D: ‘DIGITAL WORKS’
Church & Dwight President and CEO Mat-
thew Farrell on Sept. 7 said the firm’s e-
commerce sales, for consumer health lines 
including Arm & Hammer oral care and Nair 
depilatory, currently make up 3% of its 
$3.5bn in sales, compared to 1% in 2015.

“We’re getting a lot better at” e-com-
merce, Farrell said, adding, “We’ve con-
cluded digital works.”

“Lots of CPG companies try to figure that 
out. It’s not that easy to do, as easy as it is 
around television commercials, and see 
people run to the stores and buy products, 
so things have changed. But we’ve con-
cluded, it does work.”

Farrell said sales of C&D’s gummy vita-
min brands Vitafusion and L’il Critters, Tro-
jan condoms and Rephresh and Replens 
feminine hygiene brands are strong on 
major online retail sites. While personal 
care appears to be a top category for on-
line sales, “any category you looked at 
online is just growing as more and more 
people who are moving online,” he said.  

“At the heart of this 
disruption, there is a 

new consumer-centric 
paradigm, and … it’s 
forcing a change in  

both the retail and the 
media landscape.”  

– J&J global consumer 
chief Jorge Mesquita
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‘Not As Easy’ OTC Codeine Label Changes Worry  
FDA Rx Product Advisors
MALCOLM SPICER   malcolm.spicer@informa.com

FDA has another case-study of the 
drawbacks of its unwieldy and inef-
ficient monograph system governing 

availability of most OTC drugs in the US. 
Agency officials are concerned that they 
could act fairly quickly to limit indications 
for codeine-containing Rx drugs but label-
ing for OTCs with the ingredient would re-
main unchanged.

During a Sept. 11 meeting of the Pedi-
atric Advisory Committee, officials with 
FDA’s Division of Pediatric and Maternal 
Health acknowledged that labeling restric-
tions for opioid-containing Rx antitussives 
for pediatric cough wouldn’t apply to la-
beling for codeine cough products avail-
able under an OTC monograph

Most states have prohibited OTC sales 
of codeine-containing products because 
the ingredient is scheduled as a controlled 
substance by the Drug Enforcement Agen-
cy, but some still allow nonprescription ac-
cess (see box).

While some of the discussion touched 
on OTC issues and codeinse is available, 
John Alexander, DPMH deputy director, 
clarified that it was convened to address 
only Rx products. The panel overwhelm-
ingly recommended that the benefit/risk 
profiles of codeine and hydrocodone are 
not favorable for treating cough associ-
ated with allergies or colds in pediatric pa-
tients, (Also see “Opioid Cough Restrictions: 
Pediatric Use, And Postmarket Studies, Likely 
Limited” - Pink Sheet, 11 Sep, 2017.)

Still, potential FDA action on Rx codeine 
product labeling could impact OTC label-
ing, but it wouldn’t come as quickly as 
change for prescription products, Alexan-
der said.

“We do think that ultimately whatever 
decision that you make today with regards 
to what you would recommend for the 
prescription products, we will try to apply 
those consistent determinations to what is 
done with the OTC products,” he said.

FDA’s briefing document for the meet-
ing noted that the agency’s approval of 
Rx codeine products for treating cough is 

linked to the ingredient’s approval under 
a monograph.

The document states that approvals of 
new drug applications “for prescription co-
deine cough products is based upon the 
established efficacy and safety of codeine 
and efficacy and safety of other active phar-
maceutical ingredients (APIs) in the OTC 

cough-cold monograph.”
However, while labeling for an Rx codeine 

product can be changed by an administra-
tive process that requires immediate com-
pliance through interim final orders, chang-
ing an OTC monograph drug label requires 
a slow rulemaking process.

Alexander wasn’t as critical of the mono-

BioRamo LLC’s cough remedy is among the codeine-containing OTC monograph 
products with labeling that isn’t affected by FDA actions on Rx product labeling.
National Library of Medicine

OTC BUT RESTRICTED

Although under FDA regulations some codeine formulations are available OTC, 
while 22 states and Puerto Rico prohibit the sale of any codeine-containing 
products without a prescription. DEA’s scheduling of codeine as a controlled 
substance gives states an option of requiring prescriptions.

And even though FDA’s classification of some codeine formulations is for OTC 
sales, in the remaining 28 states plus Washington, DC, they are available without 
a prescription but with restricted consumer access.

Most require sales only from behind pharmacy counters and give pharmacists 
an option of choosing not to sell the product without a prescription to some 
customers; each of the states requires stores to record purchasers’ identity and 
to note details of the sales.

Those states differ on maximum allowable quantities that can be purchased at 
one time, 60 mL to 240 mL; the amount of time required between purchases, 48 
hours to 96 hours; and minimum age of a purchaser, 18 years to 21.

https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/PS121550/Not-As-Easy-OTC-Codeine-Label-Changes-Worry-FDA-Rx-Product-Advisors?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/PS121550/Not-As-Easy-OTC-Codeine-Label-Changes-Worry-FDA-Rx-Product-Advisors?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2017/09/11/opioid-cough-restrictions-pediatric-use-and-postmarket-studies-likely-limited?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2017/09/11/opioid-cough-restrictions-pediatric-use-and-postmarket-studies-likely-limited?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2017/09/11/opioid-cough-restrictions-pediatric-use-and-postmarket-studies-likely-limited?utm_medium=pdf&utm_source=pink


8   |   Pink Sheet - Consumer Health   |   September 2017 © Informa UK Ltd 2017

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

graph program as Center for Drug Evalua-
tion and Research Director Janet Woodcock 
and the center’s OTC division have been. 
(Also see ““No End In Sight” For Completing 
OTC Monographs – CDER Director Wood-
cock” - Pink Sheet, 26 Mar, 2014.) But he was 
clear that “the issue” with the system is that 
any change to monograph is a lengthy and 
complicated process.

“The monograph products are regulated 
differently and our ability to sort of effect 
change in that is not as easy as it is for the 
prescription products,” he said.

Nevertheless, changing labeling for Rx 
products without a corresponding and 
simultaneous change for OTC versions 
doesn’t sit well with committee members.

“It would be a peculiar public relations 
nightmare don’t you think if the agency 
withdrew its approval for the prescription 
product but the OTC product remained on 

the market?” said Steven, Meisel, system 
director of medication safety at Fairview 
Health Services in Minneapolis.

That is a burden FDA must bear, said 
Robert Nelson, deputy director of DPMH’s 
Office of Pediatric Therapeutics. “We do 
recognize that there would be an apparent 
inconsistency,” he said.

“It’s not lost on us that there would be 
implications … for that discussion, but the 
process is much more complex in terms of 
rulemaking,” Nelson added.

DPMH and members of the advisory 
committee butt up against what has be-
come FDA’s untenable monograph system 
as the agency and the drug industry ask 
Congress to pass legislation that would 
streamline the monograph review and 
decision-making process and establish a 
user fee program to support it. Members 
of a House subcommittee stated support 

for potential legislation in a Sept. 13 hear-
ing, but also said a bill also should incor-
porate regulations for FDA’s cosmetics in-
dustry oversight. (Also see “Legislators On 
OTC Monograph Reform: What Took You So 
Long?” - Pink Sheet, 14 Sep, 2017.)

Earlier in 2017, FDA ordered Rx labeling 
changed to contraindicate its use to treat 
cough or pain and use of a second type 
of opioid drug, tramadol, to treat pain, in 
children younger than 12. It also added 
warnings to labeling of codeine and tra-
madol products recommending against 
use in adolescents between 12 and 18 
who are obese or have conditions such 
as obstructive sleep apnea or severe lung 
disease that may increase the risk of seri-
ous breathing problems. (Also see “Opioids: 
FDA Eyes Better Prescriber Education, But Ac-
ademics Urge Promotion Crackdown” - Pink 
Sheet, 20 Apr, 2017.)  

Making Imodium Rx-Only No Help  
On Curbing Opioid Abuse – CHPA
EILEEN FRANCIS  eileen.francis@informa.com

M aking all loperamide-containing 
diarrhea remedies Rx-only is un-
likely to reduce abuse and misuse 

of the drug but would unfairly limit access 
for millions of consumers who use OTC ver-
sions safely, says the Consumer Healthcare 
Products Association.

In a Sept. 5 letter to FDA, Jay Sirois, CHPA’s 
senior director of regulatory and scientific 
affairs, suggests a change in access would 
mark a return to the era before the drug 
was moved from Rx to OTC in 1988, when 
250,000 US consumers a year were hospital-
ized for gastroenteritis or severe diarrhea.

CHPA’s comments responded to a Dec. 
21 citizen petition by a psychiatrist with the 
Department of Veterans Affairs advocating 
prescription-only status for the drug due to 
abuse as a remedy for opioid withdrawal. 
The petition followed a June 2016 drug 
safety communication by FDA’s Center for 
Drug Evaluation and Research warning 
consumers of overdosing on products con-
taining the substance. (Also see “Loperamide 
Abuse Triggers Look At Potential Label Warn-

ing” - Pink Sheet, 13 Jun, 2016.)
A study on the incidence and costs of in-

testinal infections the journal Public Health 
Reports published in 1988 estimated 99m 
cases a year of gastroenteritis or acute diar-
rhea occurred among US adults in the US, 
according to CHPA’s comments.

More than 90m did not seek medical at-
tention, although activities were restricted 
for more than a day for half the persons 
with gastroenteritis or diarrhea; of the 8.2m 
who consulted a physician, 7.9m were not 
hospitalized.

Loperamide’s initial US approval was as 
a prescription drug in 1976 to help con-
trol symptoms of diarrhea. The ingredient, 
currently used in OTC products including 
Johnson & Johnson’s Imodium A-D and 
store brand and private label lines as well as 
Rx drugs, is a peripherally acting opioid re-
ceptor agonist which acts by reducing peri-
stalsis and increasing intestinal transit time.

The standard OTC dose of the active for 
adults and children 12 and up initially is 4 
mg, followed by 2 mg after each loose stool, 

up to a maximum of 8mg per day. The prod-
uct also still is marketed as prescription-
only with a maximum dose of 16mg/day, 
according to CHPA.

The only other ingredient available OTC 
for the treatment of diarrhea is bismuth 
subsalicylate, used in in Sanofi’s Kaopec-
tate, Procter & Gamble Co.’s Pepto Bismol 
and private label products. 

Separately, officials with FDA’s Division of 
Pediatric and Maternal Health on Sept. 11 
acknowledged Pediatric Advisory Commit-

CHPA encourages FDA to continue 
allowing Kirkland’s and other loperamide 

anti-diarrheal products to remain 
available OTC.
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tee members’ concerns that labeling restric-
tions for opioid-containing Rx antitussives 
for pediatric cough wouldn’t apply to label-
ing for codeine cough products available 
under a monograph. 

A ‘POOR MAN’S METHADONE’  
– VA PSYCHIATRIST
The citizen petition by Sajoy Varghese, a 
psychiatrist at the Chicago VA Medical Cen-
ter, acknowledged loperamide at labeled 
doses has low potential for abuse due to 
low permeability through the blood brain 
barrier. However, at high doses, the drug 
crosses the barrier and reaches central opi-
oid receptors in the brain, leading to central 
opiate effects including euphoria and respi-
ratory depression.

Varghese points out recently published 
research suggests people with opioid use 
disorder take an average 70 mg to 800 mg 
of loperamide daily to treat opioid with-
drawal symptoms, which is not an indica-
tion for the ingredient.

“Because of easy availability and being 
inexpensive, loperamide is known as poor 
man’s methadone. Abuse of OTC drugs of-
ten gets overlooked by health care provid-
ers,” he stated

Varghese also noted multiple deaths 
reported since the early 1990s due to lop-
eramide toxicity due to “intestinal disten-
tion, respiratory depression and cardiac 
arrhythmia.”

CDER’s 2016 drug safety communication, 

prompted by reports of adverse events – in-
cluding 10 deaths, noted reports of serious 
heart problems linked to loperamide taken 
in doses higher than recommended.

At the time, the center said in addition to 
educating consumers and health care pro-
viders about loperamide through the Drug 
Safety Communication and a MedWatch an-
nouncement it published, FDA is consider-
ing appropriate regulatory action, including 
potential labeling changes to reflect infor-
mation about cardiac adverse events.

During the 39 years through mid-Decem-
ber 2015 the ingredient has been available 
Rx or OTC, 48 cases of serious cardiac events 
linked to loperamide use were logged in 
FDA’s adverse event reporting system data-
base; 22 were for consumers abusing high 
doses of loperamide.

INDUSTRY PLEDGES RESEARCH, 
INTERVENTIONS
Sirois asserted that while published litera-
ture reported several deaths from serious 
cardiac adverse events and deaths associ-
ated with massive overdose of loperamide, 
“the number of such events is still extremely 
low” and “most misuse/abuse of loperamide 
involves intentional massive overdoses re-
portedly taken with the aim of avoiding opi-

ate withdrawal or as an opiate substitute.”
Sirois said the ingredient demonstrates 

an “excellent” safety and efficacy profile 
with an absence of central nervous system 
effects when used according to dosage in-
structions provided on labels. Also, animal 
tests conducted in 1995 and published in 
the journal Drug Metabolism and Dispo-
sition showed a “clear disassociation be-
tween GI and CNS effects” he added.

Sirois noted the issues FDA described in 
its drug safety communication were ad-
dressed in the agency’s product labeling 
update for loperamide products in August 
2016, including the addition of a “Heart 
Alert” warning and a revision of pediatric 
dosing instructions.

Still, CHPA and member companies mar-
keting OTC loperamide are considering 
a “broad range of actions” to better un-
derstand abuse. They include monitoring 
and assessing cases of loperamide abuse 
on social media and those reported to 
the National Poison Data Systems, the Re-
searched Abuse, Diversion and Addiction-
Related Surveillance System and similar 
organizations.

“Such efforts may contribute to the under-
standing of trends and aid in the develop-
ment of effective interventions,” Sirois said.  

While CHPA’s Sirois noted 
the issues FDA described 

were addressed in a labeling 
update for loperamide 

products in August 2016, 
the association and 

member companies are 
considering a “broad 

range of actions” to better 
understand abuse. 
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Public Citizen Attempts To Force FDA Decision  
On Benzocaine Petition
EILEEN FRANCIS eileen.francis@informa.com

P ublic Citizen has filed litigation to force 
FDA to issue a decision within 30 days 
on a citizen petition it submitted more 

than three years ago questioning the safety 
of OTC benzocaine’s use for teething pain.

The agency is “unlawfully withholding or 
unreasonably delaying action” which is “ar-
bitrary, capricious, an abuse of discretion, or 
otherwise not in accordance with law” under 
the Administrative Procedure Act, Public Citi-
zen says in its complaint filed Sept. 21 in US 
District Court in for the District of Columbia 
by Michael Kirkpatrick, a staff attorney for 
the consumer protection advocacy group.

Further, FDA’s failure is “unreasonable in 
light of the nature and extent of the public 
health interests at stake,” the complaint argues.

Benzocaine-containing products available 
in the US and labeled with an indication of 
helping relieve teething pain in babies include 
Pfizer Consumer Health Care Group’s Anbesol 
Baby, Church & Dwight Co. Inc.’s Baby Orajel 
and Colgate-Palmolive Co.’s Orabase.

Public Citizen argues that since filing its 
petition in July 2014, FDA has received “mul-
tiple” reports of serious adverse reactions to 
benzocaine, including some about children 
given OTC benzocaine oral health care prod-
ucts to help with their teething pain.

Also, medical journals since have published 
case reports of patients suffering “serious” in-
jury from methemoglobinemia, a life-threat-
ening blood disorder that impedes the body’s 
ability to use oxygen, linked to OTC benzo-
caine products, according to the complaint.

Public Citizen has argued that infants may 
be “particularly susceptible” to methemoglo-
binemia because fetal hemoglobin is more 
vulnerable to oxidation than adult hemoglo-
bin, among other reasons.

180-DAY RESPONSE LAPSES
FDA regulations require the agency respond 
to a citizen petition within 180 days of receipt, 
either granting, denying, dismissing it as moot 
or providing a tentative response explaining 
why the agency has been unable to reach a 
decision, Public Citizen points out.

In February 2016, the agency sent to Pub-
lic Citizen an “interim” response indicating it 
had not yet reached a decision because the 
petition “raises significant/complex issues 
requiring extensive review and analysis by 
agency officials” but would respond as soon 
as it had reached a decision.

“To date, the FDA has not issued a deci-
sion on Public Citizen’s petition and has not 
taken the requested actions to address the 
risks of benzocaine-linked methemoglo-
binemia. The FDA’s decisional process is 
lagging unreasonably in light of the nature 
and extent of the public health interests ad-
dressed in the petition and harmed by the 
FDA’s delay,” the complaint states.

LABELING OPTION NOT ENOUGH
The petition opposed FDA’s proposal to 
solve safety concerns it stated in a May 
2014 advisory to industry – the option of in-
cluding a label warning. (see box, p. 11) (Also 
see “FDA Warns Of Deadly Benzocaine Risks, 
Label Changes Might Be On The Way” - Pink 
Sheet, 11 Apr, 2011.)

Instead, Public Citizen urged FDA to re-
move babies’ teething pain as an indica-
tion for benzocaine OTC oral health care 
products and to require a contraindication 
on labels advising against using gel and 
liquid products containing the ingredient 
for teething pain. (Also see “OTC Benzocaine 
Needs Label Warning, Indication Change – 
Public Citizen” - Pink Sheet, 30 Jul, 2014.)

The group also asked FDA to require a 
label warning for all OTC oral health care 
monograph products containing benzo-
caine identifying the risk of methemoglo-
binemia and the “signs and symptoms” of 
the disorder.

Additionally, the petition asked FDA to 
open the administrative record for the OTC 
oral health care products monograph in 
order to effect the requested changes. In-
fant teething products were included in the 
tentative final monograph for oral health 
care covering anesthetic, analgesic, astrin-
gent, debriding agent/oral wound cleanser 

and demulcent drug products published in 
1998 and the indication remained after the 
TFM was amended in 1991.

Although FDA has not finalized the 
monograph, an advisory panel recom-
mended classifying OTC benzocaine oral 
health as generally recognized as safe and 
effective for use “for the temporary relief of 
sore gums due to teething in infants and 
children 4 months of age and older” and 
said a warning label for methemoglobin-
emia was unnecessary.

The advisory panel, however, did not 
consider benzocaine’s efficacy as a teething 
treatment. Public Citizen pointed out the 
panel “recognized that benzocaine is widely 
used as a topical anesthetic but did not dis-
cuss any studies of benzocaine efficacy.”

While Public Citizen, like other advocates 
for labeling or formulation changes in OTC 
drugs available in the US under FDA’s mono-
graphs, emphasizes urgency to reduce 
or eliminate further adverse events, the 
agency’s authority and capacity for mak-
ing the changes are limited. Any change to 
a monograph, adding or removing formu-
lations or indications, requires a rulemak-

“FDA’s decisional process 
is lagging unreasonably 

in light of the nature and 
extent of the public health 
interests addressed in the 
petition.” – Public Citizen 

complaint
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ing process with a notice and comment 
period that commonly exceeds five years; 
and FDA’s staffing and other resources for 
its monograph proposal evaluations are se-
verely limited in comparison to its resources 
targeted to new drug application reviews 
for prescription drugs and for Rx-to-OTC 
switches. (Also see “’Real Challenge’ To Im-
prove OTC Monograph Program Without User 
Fees – FDA” - Rose Sheet, 16 Jun, 2016.)

FDA and drug industry representatives 
agreed on a proposal submitted to Con-
gress to streamline monograph proposal 
evaluations and decisions into an adminis-
trative process and to support the agency’s 
work with a user fee program. Members of 
Congress have been receptive to the pro-
posal, but the changes were not added to 
the latest reauthorization of FDA’s existing 
drug and medical device user fee programs 
passed in August, and no standalone bills 
proposing the changes and user fee pro-
gram have been introduced. (Also see “Legis-
lators On OTC Monograph Reform: What Took 
You So Long?” - Pink Sheet, 14 Sep, 2017.)  

WARNING ALLOWED, NOT REQUIRED

In its May 2014 advisory, FDA said it would exercise enforcement discretion if 
drug firms added a Drug Facts section warning to OTC oral health care benzo-
caine liquid, spray, lozenge and gel topical drug products that includes:

“Use of this product may cause methemoglobinemia, a rare but serious condi-
tion that must be treated promptly because it reduces the amount of oxygen 
carried in blood. Stop use and seek immediate medical attention if you or a 
child in your care develops:

• pale, gray or blue colored skin (cyanosis)

• headache

• rapid heart rate

• shortness of breath

• dizziness or lightheadedness

• fatigue or lack of energy.

Supplement’s IBS Treatment Claim Fails UK Review 
Following J&J Ltd. Complaint
EILEEN FRANCIS  eileen.francis@informa.com

E nteroMed Ltd.’s studies to support 
UK ad claims for its Enterosgel dietary 
supplement,including that it can treat 

irritable bowel syndrome, were method-
ologically flawed and inadequately robust 
and used inappropriate subjects, says the 
country’s advertising regulator. 

Johnson & Johnson Ltd., which mar-
kets in the UK an OTC drug and a dietary 
supplement indicated for treating IBS 
symptoms,submitted complaints that 
prompted the Advertising Standards Au-
thority’s review of two ads for Enterosgel 
in a print advertorial or posted online in 
February, March and June, according to the 
agency’s Sept. 27 ruling.

The Johnson & Johnson business, based 
in Maidenhead, England, markets the 
Imodium loperamide nonprescription drug 
line for gastrointestinal problems, includ-
ing a version labeled for “IBS Relief” that 

the firm promotes on its website with the 
statement, “helps you take control of your 
IBS [diarrhea].”

In the US, loperamide Rx drugs are al-
lowed an IBS diarrhea indication, but OTC 
drugs formulated with the ingredient are 
limited to indicating treatment of diar-
rhea. J&J has discontinued marketing its Rx 
Imodium product in the US while continu-
ing to market the brand’s OTC formulations, 
Imodium A-D in tablet, liquid and chewable 
formats and Imodium Multi-Symptom Relief, 
which also contains simethicone and is in-
dicated for diarrhea and relieving bloating, 
pressure and cramps.

J&J Ltd. also markets Colpermin, a pep-
permint oil available OTC labeled for IBS 
symptoms. On its website, the business says, 
“Nothing is more effective at relieving Irritable 
Bowel Syndrome symptoms than” Colpermin.

In the US, no dietary supplements are al-

Enterosgel claims to absorbs toxins  
and treat gastrointestinal issues  

including IBS were shot down by the  
UK Advertising Standards Authority.
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lowed to make a claim of relieving IBS symp-
toms; OTC oral and skin care drugs contain-
ing peppermint oil are not approved for the 
indication.

In addition to the Enderosgel claim to 
treat IBS, J&J Ltd. challenged claims the 
product would treat allergies and gastro-
enteritis. It and two consumers challenged 
claims that the product could prevent and 
treat gastrointestinal infections by absorb-
ing and removing “toxins” including patho-
gens and bacterial toxins.

In its second review of Enterosgel claims 
in a year, ASA upheld complaints on the four 
claims, finding the ad statements had not 
been substantiated and were misleading.

‘ADJUVANT IN TREATMENT’ 
MEANS TREAT
A web page for the product, which contains 
polymethylsiloxane, stated the gel – taken in 
three daily doses of 1 to 1.5 tablespoons for 
adults and 1 teaspoon for children – is an oral 
intestinal formula that could absorb “harmful-
weight substances such as pathogens, bacte-
rial toxins or some allergies in the gut.”

The ad also stated the product is an “ef-
fective adjuvant in treatment of allergies 
with gastrointestinal symptoms” and IBS and 
could reduce abdominal pain and severity 
and normalize stool frequency.

Other web pages for the product made 
similar claims, as well as stating that Enter-
osgel works “like a clever sponge adsorb-
ing only harmful medium-weight sub-
stances in the gut.”

An advertorial in a national publication 

touted the product as a “drug-free rem-
edy for IBS” and made a number of efficacy 
claims for treatment of IBS and its symptoms.

The London firm argued that its ads did 
not claim the product alone would treat 
IBS, digestive allergies or gastroenteritis, 
but promoted it supportive to treatments 
for those conditions.

EnteroMed also said its product is regu-
lated as a class II medical device under Euro-
pean Union directives, containing particles 
with a high surface area that could irrevers-
ibly bind substances and gases.

It said Enterosgel “had been used in the 
Commonwealth of Independent States 
(former Soviet Republics) for 30 years and 
was the number one antidiarrhoeal prod-
uct on the market in those countries,” ac-
cording to the ruling.

ASA, though, said that for each of the 
three claims, “consumers would understand 
this to mean that Enterosgel could prevent, 
treat, help to treat or alleviate” the condi-
tion and its symptoms. Additionally, the 
agency said the EU market approval Ender-
oMed cited does not exempt the firm from 
UK marketing communications regulations.

METHODOLOGICAL FLAWS, 
WRONG SUBJECTS TAINT STUDIES
ASA found methodological flaws in En-
teroMed’s evidence supporting the IBS 
claim – a study looking at diarrhea-predom-
inant patients. For example, “it was unclear 
if (or how) the subjects had been random-
ized, population demographic baseline 
data was missing, and there was a poor 
control,” ASA said.

Without solid evidence, the IBS claims 
were not substantiated and misleading, 
ASA said.

The agency also found a similar problem 
with EnteroMed’s evidence to support its 
allergy claim. The studies were conducted 
with children only and contained method-
ological flaws, such as poor control and a 
lack of population baseline information.

EnteroMed said it supported the absorb-
ing toxins claim with multiple vitro studies 
it provided as well as clinical studies that 
ASA said were “in abstract or conference 
summary form” and “were not assessed due 
to lack of relevance to the issues under in-
vestigation, or incompleteness.”

The agency expected the firm would 
provide complete results from random-
ized clinical trials to demonstrate taking 
Enterosgel would result in improved health 
through the prevention or treatment of 
gastrointestinal infections. “We did not con-
sider that in vitro studies on the function 
of the product were sufficient to support 
the claims as consumers were likely to un-
derstand them,” the adverting enforcement 
agency stated.

Subjects in the clinical studies EnteroMed 
provided had conditions in addition to 
those mentioned in claims, including der-
matitis, kidney infections and periodontal 
disease and several were conducted on 
children, ASA noted

“The paper did not primarily study the ef-
ficacy of Enterosgel on participants reflec-
tive of the target audience, that is, children 
and adults, that were likely to be otherwise 
generally healthy,” the report states.

The studies submitted to support the 
gastroenteritis claim involved studies as-
sessing impact on different types of gas-
trointestinal infections, rather than gastro-
intestinal infections and their symptoms in 
general, as implied by the ads.

In August 2016, ASA advised EnteroMed 
to discontinue claims including that Enter-
osgel could “cleanse the gut from viruses, 
bacteria toxins, relieve diarrhea, indiges-
tion, travelers’ tummy, food poisoning and 
food allergies” in the absence of adequate 
evidence. However, ASA rejected one com-
plaint that a poster and online ads for the 
product discouraged treatment for condi-
tions that required medical care. (Also see 
“Health & Wellness Industry News Roundup: 
Week Of Aug. 1” - Rose Sheet, 5 Aug, 2016.)   

ASA expected the firm 
would provide complete 
results from randomized 

clinical trials to demonstrate 
taking Enterosgel would 

result in improved 
health through the 

prevention or treatment of 
gastrointestinal infections.

Pink Sheet
Pharma intelligence | 

Delivering analysis and 
commentary focused on 
regulatory implications.

pink.pharmamedtechbi.com

https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://rose.pharmamedtechbi.com/articles/2016/08/05/health-amp-wellness-industry-news-roundup-week-of-aug-1?utm_medium=pdf&utm_source=pink
https://rose.pharmamedtechbi.com/articles/2016/08/05/health-amp-wellness-industry-news-roundup-week-of-aug-1?utm_medium=pdf&utm_source=pink
https://rose.pharmamedtechbi.com/articles/2016/08/05/health-amp-wellness-industry-news-roundup-week-of-aug-1?utm_medium=pdf&utm_source=pink
pink.pharmamedtechbi.com?utm_medium=pdf&utm_source=pink


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

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

OTCs Launched On Fluticasone ANDAs,  
Lidocaine In Monograph
EILEEN FRANCIS  eileen.francis@informa.com

I nnovus Pharmaceuticals Inc. plans in 
November to roll out its “flagship” OTC 
intranasal corticosteroid spray for allergy 

symptom relief, FlutiCare (fluticasone pro-
pionate/0.05 mg per spray), the same for-
mulation as GlaxoSmithKline Consumer 
Healthcare LP’s FlonaseAllergy Relief. 

The San Diego company on Sept. 27 
said the product, made for Innovus by 
West-Ward Pharmaceuticals Inc. under 
an abbreviated new drug application FDA 
approved in May 2016, is indicated to tem-
porarily relieve symptoms of hay fever or 
other upper respiratory allergies including 
nasal congestion, runny nose, sneezing, 
itchy nose and itchy watery eyes. 

GSK Consumer Healthcare launched 
Flonase as an Rx-to-OTC switch in 2015 and 
copies of the OTC formulation have been 
marketed since mid-2016 as retail chains 
and drug marketers sell products made by 
Eatontown, N.J.-based West-Ward, a sub-
sidiary of Hikma Pharmaceuticals PLC, or 
by Toronto-based Apotex Technologies 
Inc. under an ANDA approved in February 
2016. FDA’s Orange Book shows West-Ward 
and Apotex with the ANDAs approved for 

OTC fluticasone. (Also see “Fluticasone Spray 
Competition Grows With Perrigo Launch Of 
West-Ward Product” - Pink Sheet, 6 Jun, 2016.)

Innovus in July launched tandem sales 
of its Apeaz OTC pain relief topical and its 
ArthriVarx joint health dietary supplement. 
Although the products are sold together 
but not physically packaged together, In-
novus’ offering could face compliance is-
sues should FDA implement a proposed 
rule that deems dietary supplements un-
approved drugs when co-packaged with 

pharmaceutical products. (Also see “OTC, 
Supplement Co-Packaging Potential Could Be 
Clipped By FDA Proposed Rule” - Pink Sheet, 
29 Aug, 2017.)

RISING BIOSCIENCES PREPARES 
TOPICAL OTC PAIN RELIEF
Rising Biosciences Inc., a New York division 
of Rising India Inc. developing oral and topi-
cal pharmaceuticals, is preparing to roll out its 
TSW Topicals line of OTC pain relief products 
using monograph ingredient lidocaine as a 
numbing agent and containing organic men-
thol, curcumin, ginger and capsaicin to reduce 
inflammation and relieve pain. 

The line includes remedies for muscle 
and joint pain, back pain, neuropathy/
nerve pain and arthritis. Rising Biosciences 
said on Sept. 29 it is testing TSW Pain, a pain 
relief cream, for meet FDA external analge-
sic monograph requirements and expects 
to make the product available in the US be-
fore the end of the year.

It also announced a trial run for its Clinical 
Strength Peptide Serum for scar and skin re-
pair; it is sending the product to consumers 
who register on its website.  

GSK Consumer launched 
Flonase as an OTC switch 
in 2015 and copies of the 

OTC formulation have been 
marketed since mid-2016 
with  products made by 
West-Ward or Apotex.

Perrigo Glows From Mucinex Private Label Plan,  
Starboard Plug
EILEEN FRANCIS  eileen.francis@informa.com

P errigo Co. PLC has added plans for 
launching two additional private label 
versions of the Mucinex OTC line within 

six months. Added to its pending roll out of a 
Nexium 24HR equivalent, the moves continue 
buffing the shine on Perrigo’s position as the 
dominant consumer health generics provider.

Adding further luster to Perrigo’s image to 
investors is an endorsement of its private la-
bel prowess from an activist investor who has 
been highly critical of its performance and 
who has built a five-seat voting bloc on the 
firm’s board. The company’s share price recent 
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showed its highest gains in nearly two years.
Supply constraints and other problems 

that stifled its distribution of two more private 
label equivalents of Reckitt Benckiser Group 
PLC’s Mucinex expectorant and deconges-
tionline are now behind the company and 
those products will roll out within six months, 
said CEO John Hendrickson at the Morgan 
Stanley Healthcare Conference Sept. 11.

“We continue to work with our natural [ac-
tive pharmaceutical ingredient] supplier to 
get the right supply that we need to make 
sure that we can relaunch that and have a 
stable supply,” Hendrickson said in response 
to a question on the long-awaited roll-out 
of a full line of the guaifenesin-containing 
extended-release products.

Dublin-based Perrigo launched the first-
to-market generics of original Mucinex 
(guaifenesin 600 mg) expectorant and 
Mucinex DM (guaifenesin 600 mg/dextro-
methorphan 60 mg) indicated to control 
coughs in addition to breaking up mucus in 
2016. Those products were made for Perrigo 
by Allergan PLC before Teva Pharmaceuti-
cal Industries Ltd. when it purchased Aller-
gan’s generics business. (Also see “Teva Seeds 
OTC Growth Synergies With Former Allergan 
Business” - Pink Sheet, 14 Sep, 2016.)

Perrigo currently also is distributing guai-
fenesin 600 mg and pseudoephedrine 60 mg 
tablets, equivalents of Mucinex D, indicated 
for nasal congestion and as an expectorant.

Prior to its agreement with Allergan, Per-
rigo tried manufacturing the products. A 
limited launch in 2012 ended after raw mate-
rial sourcing did not meet specifications and 
production stalled for more than two years 
until supply problems were resolved. Perrigo 
began distributing the product broadly in 
October 2014 before again stopping in Janu-
ary 2016 due to problems with an excipient. 
(Also see “Perrigo Ships Guaifenesin/PSE Tab-
lets, But Single-Ingredient Snags Linger” - Pink 
Sheet, 5 Jan, 2016.)

The Mucinex generics “are all raw mate-
rial-, intermediary- and supply-dependent,” 
but “Teva has a good incentive to continue 
to work with us to supply those” said Hen-
drickson, who announced in June he will 
resign when Perrigo appoints his successor. 
(Also see “Perrigo’s Outgoing CEO Advocates 
OTC Switches, Starting With Statins” - Pink 
Sheet, 11 Aug, 2017.)

Perrigo declined to identify its planned 
addition to its private label Mucinex line. In 

addition to the versions that Perrigo already 
has copied and is distributing, Reckitt Benck-
iser provides”Maximum Strength” versions 
of Mucinex D (guaifenesin 1,200 mg/pseu-
doephedrine 120 mg) and DM (guaifenesin 
1,200 mg/dextromethorphan 60 mg).

STARBOARD ON BOARD WITH 
DIRECTION
Perrigo’s private label pipeline announce-
ments didn’t go unnoticed by Jeffrey Smith, 
CEO of hedge fund Starboard Value LLP and 
leader of a five-member bloc that gained 
seats on the firm’s board after stating grave 
concerns about its Rx ingredients operations. 
(Also see “Starboard Agreement Tilts Perrigo To-
ward Rx Generics Sale” - Pink Sheet, 7 Feb, 2017.)

Perrigo still has its Rx generic specialty 
topical drugs business but since Smith 
spoke up it has sold its active pharmaceu-
tical ingredient business and its royalty 
license for the Tsyabri multiple sclerosis 
treatment and likely will divest the remain-
ing piece for the right price.

The day after Perrigo management 
spoke at the Morgan Stanley conference, 
Starboard Value released a statement that 
Perrigo currently is the best investment 
in pharma. Smith said Perrigo’s portfolio 
should stave off the growing challenge 
to consumer health product firms from 
Amazon’s emerging OTC drug and dietary 
supplement offerings. He also suggested 
Amazon’s play will help Perrigo as it could 
provide products for the e-commerce gi-
ant’s brand in the future.

Perrigo’s stock price jumped 4.6% on 
Sept. 12 to $89.01, its highest mark since 
$97.40 in January 2016.

Smith blamed the Rx business for Perrigo’s 
struggles of the past two-plus years, as its 
share price plummeted from around $200 
to close to $60 before rebounding in May 
to around $75. The price increased in 2015 
as Mylan NV attempted a hostile takeover 
with an acquisition tender of $75 cash and 
2.3 Mylan shares for each Perrigo share, but 
dropped steadily for months as the firm strug-
gled to deliver results promised in its defense 
of Mylan’s tender, which included acquiring 
its European consumer health business.

PPI PORTFOLIO ‘ROUND OUT’
Looking at other upcoming launches, Hen-
drickson said the firm’s planned distribution 
of a store brand of Pfizer Inc.’s Nexium 24HR 
(esomeprazole 20mg delayed-released cap-
sules) before October will “round out” the 
entire OTC proton pump inhibitor space for 
Perrigo, which also provides private labels 
of other types of branded heartburn prod-
ucts. The firm announced Aug. 21 that FDA 
approved its abbreviated new drug applica-
tion for the product. (Also see “Perrigo Draws 
On OTC Strength For Private Label Nexium 
24HR Launch” - Pink Sheet, 21 Aug, 2017.)

Other manufacturers also have made 
OTC PPI generics, but Hendrickson said he 
isn’t aware of any other with approval to 
market a Nexium 24HR equivalent. How-
ever, he expects competition will heat up.

“I don’t know the barriers that they’re hav-
ing to get approved or to get it through. I will 
say they aren’t easy technologies and even if 
you have it on the Rx space, it still is a differ-
ent product and approval on the OTC space,” 
he said.

Chief Financial Officer Ronald Winowiecki 
said Nexium will be a “big” part of Perrigo’s 
revenue growth in the second half, though 
it expects “normalized” in the third and 
fourth quarters compared to sales growth 
of 4.5% across the 2016 second half.

“We’re not expecting a strong cough/
cold season. We’re not expecting major 
share changes and so forth,” he said at the 
conference. “But we’re excited about our 
new products and Nexium.”

Net sales for the firm’s North and South 
America consumer health business de-
clined 5% to $605m for the April-June 
period. The international business, which 
markets brand and generic OTC drugs and 
nutritionals marketed in Europe, slumped 
9% to $377m in the quarter.  

Supply constraints and 
other problems that stifled 

distribution of two more 
private label equivalents of 
Mucinex expectorant and 
decongestion line are now 
behind the company and 

those products will roll out 
within six months.
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As P&G Board Vote Looms,  
Activist Investor Peltz Gains Endorsements
EILEEN FRANCIS  eileen.francis@informa.com

P rocter & Gamble Co.’s campaign to 
keep activist investor Nelson Peltz off 
its board took a hit three weeks be-

fore a deadline for shareholders’ votes as a 
corporate governance advisor recommend-
ed electing the Trian Fund Management LP 
head to the board.

The shareholder vote pits the firm, the 
largest to face a proxy fight with $235bn in 
annual sales of health, home and personal 
care products including the OTC drug lines 
Crest oral care, Pepto-Bismol upset stomach 
remedy, Prilosec OTC frequent heartburn 
treatment and Vicks cough/cold, against Tri-
an, its sixth-largest shareholder with $3.5bn 
in stock, a stake of around 1%.

The vote also places P&G’s strategic direc-
tion on the line. Voting is ongoing and con-
cludes Oct. 10, when remaining votes are cast 
at P&G’s shareholder meeting (see box, p. 16).

Trian announced the endorsement of 
corporate governance advisor Glass, Lewis 
& Co. in a Sept. 22 release in which the latter 
group said that on P&G’s board, Peltz would 
encourage “fresh discussion” and would “at 
the very least, set the table for a more can-
did evaluation” of the company’s risks and 
opportunities, rather than rely on the firm’s 
restructuring effort.

“In lieu of leveraging P&G’s scale to ag-
gressively pursue compelling growth op-
portunities and meaningfully streamlined 
architecture, investors have been offered 
a nearly perpetual series of half-step re-
builds,” Glass Lewis was quoted as stating in 
Trian’s release.

“We consider there are relatively few 
decisively favorable metrics on which the 
board can hang its hat with confidence,” 
adds the firm. Glass Lewis helps institution-
al investors understand and connect with 
companies they invest in, the company’s 
website states.

“In contrast, we find Trian more readily 
identifies a number of problematic trends 
– from [total shareholder return] to opera-
tional growth metrics to market share – that 
suggest P&G’s existing trajectory is less than 
attractive,” Glass Lewis says.

One large shareholder has indicated how 
it will vote. Yacktman Asset Management, 
with nearly 15.5m shares worth more than 
$1.3bn, announced on Sept. 17 it will back 
placing Peltz on the board.

Yacktman said after years of business and 

share-price underperformance, “P&G share-
holders deserve a highly engaged, share-
holder-focused voice in the boardroom – a 
representative who will devote time to P&G 
by asking the tough questions, demanding 
strong execution from management, and 
ensuring proper alignment between com-
pensation and performance.”

ANALYSTS PARSE ‘MERIT’ OF 
PELTZ’ VIEWS
Market analysts consider some of Peltz’ 
ideas promising and acknowledge that 
P&G’s turnaround progress isn’t impressive, 
but unlike Glass Lewis and Yacktman, they 
don’t endorse electing him to the board.

In a Sept. 7 research note, Morningstar 
Senior Director Erin Lash said she fails to 
“see the merit” in Peltz’ potential addition 
to P&G’s board and questions whether he 
would accelerate change.

“We think the company is already pru-
dently reducing complexity in its opera-
tions and appropriately refocusing its brand 
investments to better align with evolving 
consumer trends, efforts that we expected 
would take time to yield material gains,” Lash 
said, noting the firm’s massive SKU rational-
ization effort over the past three years.

P&G reported earlier in 2017 that its 
streamlining effort is paying off with 10 
categories it considers key growing after 
it shed its SKU-count from 200 to 65 since 
2014, including reducing overall oral care 
SKUs by 20%. (Also see “’Slow-Growth’ Global 
Trend Shakes Up P&G Product Strategy Start 
To Finish” - Pink Sheet, 28 Apr, 2017.)

Lash doesn’t view as “prudent” Peltz’ sug-
gestion that P&G operate as three autono-
mous units – beauty, grooming and health 
care; fabric and home care; and baby, femi-
nine and family care – but instead could 
increase costs and the complexity of the 
businesses and undo turnaround progress 
made so far.

“We think this organizational structure 
would impede P&G’s ability to leverage its 
scale, negotiating leverage, and consumer 
insights to the extent possible as a com-

Nelson Peltz recommends P&G move 
from its current business structure of 10 
category-based global business units to 
three autonomous units that can react 

more quickly to market dynamics.

Corporate governance 
advisor Glass, Lewis & Co. 

said Peltz would encourage 
“fresh discussion” and 

would “at the very least, 
set the table for a more 
candid evaluation” of 

the company’s risks and 
opportunities, rather 

than rely on the firm’s 
restructuring effort.
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bined organization,” she said.
Although Lash agrees with Peltz that 

P&G’s bureaucracy impairs its ability to 
respond to competitive headwinds and 
consumer trends, she believes CEO David 
Taylor’s focus on enhancing accountability 
across the organization is encouraging.

“The impediments that plagued P&G 
during former CEO Bob McDonald’s tenure 
seem fresh in Taylor’s mind and we think he 
will avoid succumbing to the same pitfalls 
of overemphasizing operational improve-
ment at the expense of value-added inno-
vation,” Lash said.

In a Sept. 18 note, Jefferies Equity ana-
lyst Kevin Grundy didn’t state a position 
on whether to add Peltz to the board, but 
he says Trian’s involvement in the business 
“raises the execution bar, setting up the 
proverbial ‘win-win’” for shareholders.

Though P&G’s management is “highly 
capable,” Peltz’ views “have merit,” Grundy 
said, especially improving earnings per 
share growth. However, Peltz has not pro-
posed a potentially more ambitious finan-
cial algorithm for P&G or how its shares 
value would grow if the board accepts his 
recommendations.

During a recent meeting with Peltz, Grun-
dy said the activist investor was “tight-lipped” 
about the potential for a “Plan B” should Trian 
lose the proxy vote. “However, we see it likely 
that he would stick around and continue to 
make his case to shareholders.”

PELTZ TARGETS INDIVIDUAL 
INVESTORS
Campaigning for shareholder votes, Peltz 
promotes an eight-point plan for P&G to 
regain market share that he stated in a 96-
page white paper released in early Septem-
ber (see table, p.17). 

Peltz, mostly targeting P&G’s individual 
investors who make up about 40% of own-
ership and are reportedly largely siding 
with P&G, pledged in his white paper not 
to break up the firm but recommends mov-
ing from P&G’s current business structure of 
10 category-based global business units to 
autonomous global business units that can 
react more quickly to market dynamics.

He calls P&G’s two productivity plans tar-
geting savings of $23bn announced since 
2012 “unrealistic” and says the first $10bn 
productivity plan “did not deliver results” as 
operating profit was flat and market share 

losses continued. He claims his plan would 
ensure the other $12bn-$13bn in savings 
would deliver results.

Additionally, Peltz says he will “fix the in-
novation machine” at P&G, which “hasn’t cre-
ated a new leading brand in nearly 20 years, 
while innovation for legacy brands has not 
stemmed market share losses” despite spend-
ing more on research and development than 
competitors Henkel AG & Co. KGAA, Col-
gate-Palmolive Co., Beiersdorf AG, Reckitt 
Benckiser Group PLC, Kimberly-Clark Corp., 
Church & Dwight Co. Inc. and Edgewell Per-
sonal Care Brands LLC combined.

P&G: NO ‘MAGIC’ FROM TRIAN
P&G responded to Peltz’ initiatives in a 106-
page report on Sept. 19 and is promoting on 
its website the candidates it also identified in 
an Aug. 1 letter to shareholders. (Also see “P&G 
Open To M&A Moves, Closed To Board Seat For 
Activist Investor” - Pink Sheet, 1 Aug, 2017.)

P&G’s report highlighted its successes, in-
cluding its productivity program, cost savings 
and innovation successes, and that addressed 
each of Peltz’ eight planed initiatives.

The Cincinnati-based firm also took aim 
directly at Peltz, noting its executives have 
had more than 16 interactions with Trian 
but the group “has not produced any new 
ideas that make sense for P&G.”

P&G says Peltz initially was supportive of 
P&G and its ongoing transformation plan. 
He “offered no new actionable ideas to drive 
additional growth” and “never once asked 
to further understand our transformation 
or our ongoing plan and n ever asked about 
our organization or people,” the firm says.

Further, P&G maintains Trian bases claims 
that its organization is “highly matrixed” on 
outdated information. “P&G has taken action 
to simplify its structure, enabling greater 
efficiency, speed and agility by moving re-
sources close to consumers and retailers,” 
the firm says.

Its report points to the impact of past 
Trian investments. For example, P&G says 
that in the two years before Peltz joined 
the board of food product firm Heinz, be-
fore it merged with competitor Kraft and 
became Kraft Heinz Co., more than 100% 
of organic sales growth was from increas-
ing volume. Yet, in the next five years, “vol-
ume grew at an average of 0.5% and nearly 
90% of organic sales growth was driven by 
pricing.”  

BLUE AND WHITE 
CARD PROXY

Peltz is asking for shareholders’ 
votes on white cards to add him to 
the 11-member board, while P&G 
distributes blue cards for votes for 
its 11 nominees.

Shareholders of record as of the 
close of business on Aug. 11 are 
entitled to vote at the annual 
meeting or to vote online or by 
mail before the Oct. 1o sharehold-
er meeting. A proxy vote is cast by 
one person on behalf of a share-
holder who would rather cast a 
vote by proxy rather than attend a 
shareholder meeting.

In its Aug. 1 proxy statement to 
shareholders describing the board 
election and other issues to be 
voted on, P&G explicitly made 
clear it was getting out the vote 
for its slate of nominees. “Even 
if you plan to attend the annual 
meeting, we request that you vote 
your shares by signing and dating 
the enclosed BLUE proxy card and 
returning it in the enclosed post-
age-paid envelope or by voting 
via Internet or by telephone by fol-
lowing the instructions provided 
on the enclosed” instructions, the 
firm explained in the statement.

P&G also acknowledged that 
some shareholders might already 
have submitted pro-Trian votes. 
“If you have already voted using 
a white proxy card sent to you 
by Trian, you can revoke it by 
signing and dating the enclosed 
BLUE proxy card” and submitting 
it by mail, or voting online or by 
telephone, the firm stated. P&G is 
streaming the meeting live online.
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Platform For P&G’s Future 
TRAIN INITIATIVES … AND APPROACHES P&G STRATEGY/RESPONSE

Promote accountability

Reorganize into a holding company with 
three business units, rather than 10 category-
based global businesses with separate sales 
and marketing operations, global  
business services and corporate functions.

“Significantly restructured the organization and  
created a more granular and more accountable struc-
ture that is category led and has produced” results.”

Ensure $12bn-$13bn  
productivity plan  
delivers results

Ensure it delivers on its productivity targets 
through “realistic” targets and strategy, grow 
operating profit.

Productivity initiatives exceeded the $10bn commit-
ment on an accelerated timeframe, demonstrating 
management’s ability to achieve its targets.

Fix the innovation machine
Board-led study to understand why  
innovation is “broken,” as company hasn’t cre-
ated “new” leading brand in nearly 20 years.

“We hold leading brand market positions across our 
categories, which does not happen if you are not the 
innovation leader.”

Develop small, mid-size  
and local brands

“P&G’s structure and culture must adapt to 
manage and develop high-growth small,  
mid-size and local brands that delight the  
consumer in a way that the big brands cannot.”

“For consumers, brand size is not a purchase criteria. 
In our categories, they seek products that solve  
problems, and performance drives purchase.”

Make M&A core growth  
strategy and core competency

Change culture and structure to develop  
improved post-merger integration and 
retain outside executives.

“Intend to deliver on top- and bottom-line growth 
goals organically and have large opportunities in front 
of us to do exactly that. M&A can supplement this 
strategy, but is not a replacement for organic growth.”

Win in digital
“P&G must up its game and develop a  
decisive digital strategy by category.”

“Grew e-commerce sales [around] 30% last fiscal year 
with leading shares in nearly every category.”

“Recently added digitally native Director Amy Chang, 
and we have ongoing talent exchanges with top 
digital media and e-commerce.” companies.”

Address insular culture
“Increase the mix of external talent,  
including senior operating roles.”

“Strategy is to hire and promote the best people, 
whether from inside or from outside.”

Improve corporate governance

Make P&G best-in-class from corporate gov-
ernance perspective by adding significant 
CPG experiment to board, fix compensation 
as not to reward under-performance.

“Already best-in-class in corporate governance.”

“Board selection process is rigorous, and the board 
utilized this process to evaluate Mr. Peltz’s request  
for a board seat.”

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

thought leaders across the globe. Visit pink.pharmamedtechbi.com
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