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Trade Panel Bolsters FDA’s View In  
Amarin Omega-3 Complaint
MALCOLM SPICER  malcolm.spicer@informa.com

T he International Trade Commission 
agrees it’s FDA’s job to regulate the 
dietary supplement industry as it 

rejects Amarin Corp. PLC’s fair trade com-
plaint alleging some omega-3 ingredients 
are unapproved new drugs.

The attempt by Amarin to eliminate com-
petition for its Rx drug Vascepa from some 
omega-3 dietary supplements likely now 
won’t be copied by other pharma firms 
that face competition in the marketplace 
from dietary supplements that contain in-
gredients similar to the active ingredients 
in their drugs. Vascepa contains the active 
ingredient icosapent ethyl – a synthetically 
produced ethyl ester approved as a drug to 
reduce triglyceride levels in adults with se-
vere hypertriglyceridemia.

ITC, a Department of Commerce agency, 
on Oct. 30 published its decision not to in-
vestigate the complaint Amarin submitted 
Aug. 30 contending that dietary supple-

ments containing purified eicosapentae-
noic acid (EPA) or omega-3 formulations 
containing primarily EPA in ethyl ester or 
re-esterified form are actually drugs and 
asking the commission to block import of 
those ingredients by a number of compa-
nies. Had ITC investigated the complaint, 
found for Amarin and ordered a halt to 
the imports, the firm could have used that 
development as a step toward eventu-
ally seeking to prevent US marketing of all 
supplements containing those ingredients. 
(Also see “Fair Trade Is Not FDA’s Expertise, 
Amarin Says In Omega-3 Ingredients Filing” - 
Pink Sheet, 19 Oct, 2017.)

“Amarin’s complaint does not allege an 
unfair method of competition or an unfair 
act” as identified in ITC regulations, states 
the ITC decision made on Oct. 27.

Additionally, the commission said Ama-
rin’s allegations that some makers of certain 
omega-3 supplements of are committing ad-

vertising violations by “are precluded” by the 
Food, Drug and Cosmetic Act and “that the 
Food and Drug Administration is charged 
with the administration of the FDCA.”

FDA made those arguments in an Oct. 6 let-
ter to ITC recommending against investigat-
ing the firm’s complaint. (Also see “FDA Objects 
To Amarin Trade Complaint Against Omega-3 
Ingredients” - Pink Sheet, 11 Oct, 2017.)

ITC PATHWAY A DEAD END
Dublin-based Amarin’s fair trade complaint 
to ITC was a novel strategy for challenging 
the regulatory status of dietary ingredients.

“It’s not a typical ITC case,” said Adam Is-
mail, president of the Global Organization 
for EPA and DHA (docosahexaenoic acid) 
Omega-3’s.

It’s also not likely to be emulated. “I don’t 
think we’re going to see a lot of movement 
in that direction,” Ismail said in an interview.

Council for Responsible Nutrition Presi-
dent and CEO Steve Mister said that with 
the decision, ITC indicated “it is not going to 
let itself be used as a side track around FDA.”

“I think this absolutely should send a 
signal to other pharmaceutical companies 
that might be thinking about doing this,” 
Mister said.

Still, it’s likely that if other pharma firms, 
like Amarin, receive FDA approval to market 
drugs developed from synthetics of nutri-
tional substances with indications as treat-
ments for diseases or health conditions, 
they could see dietary supplements con-
taining similar nutritionals as competition.

“As the nutrition research gets better 
and better and we learn more about these 
ingredients, we are going to see more 
pharmaceuticals [with synthetic nutrients] 
that have disease treatment claims around 
them,” Mister said.

After investing in clinical trials and other 
research to support new drug applications 
that gain FDA approval, pharma firms are 
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entitled to market as drugs products con-
taining synthetics of nutritionals as their ac-
tive ingredients, he added.

But supplement firms also are entitled 
to continue marketing their products with 
other forms of the same nutritionals. “The 
difference being different claims for the di-
etary supplements,” Mister said.

Should another firm consider a complaint 
similar to Amarin’s, ITC’s decision and FDA’s 
letter to the commission point to the correct 
regulatory pathway, he added. “There is a 
process and FDA is the appropriate arbiter.”

FIRST LITIGATION SETBACK  
FOR VASCEPA
A representative for Amarin said the firm 
would not comment on the ITC decision 

and on whether it would submit a citizen 
petition to FDA about the regulatory status 
of certain omega-3 ingredients. While its 
ITC request was denied, Amarin has pre-
vailed in other litigation to improve Vasce-
pa’s chances in the market.

In 2015 it challenged FDA’s agency’s reg-
ulations on off-label drug promotion and 
seeking a determination that it could com-
municate to physicians information from 
studies on Vascepa’s use by adults on statin 
therapy for high triglyceride levels.

A federal judge said truthful and non-mis-
leading speech about the unapproved use 
of Vascepa in patients with persistently high 
triglycerides is not the basis of a misbranding 
lawsuit. The firm and FDA settled the litigation 
in an agreement that included an optional 
preclearance process for the company’s fu-
ture communications about off-label use of 

Vascepa. (Also see “Off-Label Unleashed? Ama-
rin Win Suggests Firms Still Need Strong Data To 
Skirt FDA” - Pink Sheet, 7 Aug, 2015.)

Also in 2015, a federal court spotlighted 
FDA’s apparently inconsistent definitions 
of what constitutes an “active ingredient” 
in rejecting the agency’s rationale in 2012 
for denying Amarin market exclusivity for 
Vascepa as a new chemical entity. The court 
ordered FDA to reconsider and the agency 
granted the exclusivity. (Also see “Legal 
Briefs: Courts On Exclusivity; Namenda ‘Hard 
Switch’ Deemed Coercive; Acorda Fights Bass 
Patent Petition” - Pink Sheet, 1 Jun, 2015.)

Most recently, in January 2016 a federal 
court granted Amarin’s motion to dismiss 
paragraph IV patent infringement litigation 
with several companies that had submitted 
abbreviated ANDAs to FDA seeking approv-
al to market generic versions of Vascepa.  

Fair Trade Is Not FDA’s Expertise, Amarin Says In Omega-3 
Ingredients Filing

Amarin Corp. PLC says no federal law 
precludes the International Trade 
Commission from investigating 

fair trade complaints about FDA-regulated 
products, rebutting the agency’s argument 
that ITC should reject the firm’s complaint 
targeting a large swath of the omega-3 di-
etary supplement market.

The pharmaceutical firm marketing the 
Rx drug Vascepa, formulated with synthetic 
and concentrated omega-3 ingredients, re-
leased its response to FDA’s brief one week 
before the commission is scheduled to vote 
on whether to initiate an investigation of 
Amarin’s complaint. The commission recently 
moved its vote on Amarin’s request to Oct. 27.

Amarin’s response to FDA’s brief empha-
sizes its view that the commission has au-
thority to investigate complaints about ad-
vertising and marketing for products that 
the Food, Drug and Cosmetic Act authorizes 
FDA to regulate. It also reiterates the claims 
that formed the basis of its original filing 
with ITC: that the types of omega-3 ingre-
dients Amarin targets are non-compliant 
with agency regulations. Some omega-3 
ingredients used in dietary supplements 

available in the US are drugs, not dietary 
ingredients, the complaint alleges.

The company’s response was prepared by 
the law firm King & Spalding LLP in Washing-
ton. Describing Amarin’s request as “straight-
forward,” the attorneys led by Jeffrey Telep 
state that the complaint does not ask ITC to 

interpret the FD&C Act, but to investigate 
whether some omega-3 ingredient suppli-
ers and marketers are failing to fulfill “certain 
marketplace expectations about the nature” 
of their products the act requires.

“All of the players in the chain of dis-
tribution of the synthetically produced 
omega-3 products at issue here rely upon 
those expectations, including the distribu-
tors selling the products to pharmacies and 
physicians, the pharmacies and physicians 
themselves, and consumers. When those 
players are misled, they are harmed, as are 
companies that sell competing products 
lawfully,” Telep and his associates state.

Amarin contends in its complaint filed 
on Aug. 30 with the ITC, a division of the 
US Department of Commerce, that dietary 
supplements containing purified eicosa-
pentaenoic acid (EPA) or omega-3 formula-
tions containing primarily EPA in ethyl ester 
or re-esterified form are actually drugs, and 
asks the commission to block import of 
those ingredients by a number of compa-
nies. (Also see “Amarin’s Omega-3 Fair Trade 
Complaint Questions US Dietary Ingredient 
Standards” - Pink Sheet, 7 Sep, 2017.)

Amarin’s complaint targets protecting the 
market for Vascepa (icosapent ethyl), a 

synthetically produced ethyl ester approved 
to reduce triglyceride levels in adults with 

severe hypertriglyceridemia.
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The Dublin-based firm, seeking to pro-
tect the market for Vascepa (icosapent 
ethyl), a synthetically produced ethyl ester 
approved to reduce triglyceride levels in 
adults with severe hypertriglyceridemia, 
asserts that before these types of omega-3 
fish oils were used as dietary ingredients 
they were the subject of investigational 
new drug programs, precluding their use 
as dietary ingredients under the Dietary 
Supplement Health and Education Act.

While narrowly targeting the US market for 
omega-3 supplements containing ethyl ester 
or re-esterified EPA to enhance bioavailability, 
the complaint more broadly challenges FDA’s 
criteria for allowing the use of certain ingredi-
ents in supplement products.

It requests an order halting imports by 
18 companies it identified as “Proposed 
Respondents” and that sell synthetically 
produced omega-3 oil as dietary supple-
ment ingredients or as finished products 
with encapsulated synthetically produced 
omega-3 oil with purified EPA or omega-3 
fatty acid mixtures that are predominantly 
EPA in ethyl ester or re-esterified form.

Supplement industry stakeholders argue 
that the omega-3 types Amarin is challeng-
ing were in the food supply long before they 
were IND candidates in the 1980s and that 
the firm is attempting to block US consum-
ers’ access to products entirely compliant 
with FDA regulations. The Council for Re-
sponsible Nutrition submitted a letter to ITC 
saying in part that Amarin’s argument for 
its false advertising claim has been made in 
other litigation and repeatedly has been dis-
missed. (Also see “Amarin Makes Flawed Argu-
ment In Bid To Drain Omega-3 Market – CRN” 
- Pink Sheet, 15 Sep, 2017.)

FDA ASSERTS AUTHORITY
In an Oct. 6 letter to ITC, FDA Chief Counsel 
Rebecca Wood said Amarin’s claims of vio-
lations of US trade and advertising laws as 
well as FDA regulations “all depend on the 
allegation that the products at issue” are 
falsely labeled as dietary supplements be-
cause the omega-3 ingredients should be 
regulated as drugs. (Also see “FDA Objects 
To Amarin Trade Complaint Against Ome-
ga-3 Ingredients” - Pink Sheet, 11 Oct, 2017.)

FDA also posits that much of what Ama-
rin is requesting from ITC falls under the 
agency’s oversight and would require ex-
pertise that the commission does not have.

In the latest letter to ITC, Amarin’s attor-
neys say that under US trade regulations, 
“importers who engage in unfair trade 
practices that injure a domestic industry” 
are subject to complaints filed with the 
commission, “and nothing in the FDCA 
specifically limits those types of claims.”

“Amarin should not be precluded from 
bringing a case, like this, that challenges 
Proposed Respondents for engaging in un-
fair trade practices – even if the challenge 
requires the Commission to look to certain 
provisions in the FDCA in conjunction with 
case-specific facts,” the attorneys state.

REGULATORY CONFLICTS  
NO IMPEDIMENT
FDA also stated in its letter to ITC that a ruling 
for the firm following an investigation could 
conflict not only with finalized FDA policies, 
but also with rulemakings, guidances and 
other documents currently in development, 
including guidances on new dietary ingredi-
ent (NDI) notifications and on determining 
whether an ingredient is an NDI.

Congress didn’t restrict ITC from investi-
gating fair trade complaints and potential-
ly rendering decisions that could conflict 
with other federal agencies’ regulations, 
Amarin’s attorneys say.

The firm’s “question for the Commission 
is not whether FDA (or some other agen-

cy) might at some point seek to change 
regulatory requirements or expectations 
in a way that might have some bearing on 
whether the products at issue in this case 
are lawfully marketed as ‘dietary supple-
ments’ under” trade and ITC regulations, 
according to the letter.

“Instead, the question is whether the 
statements being made today are false 
or misleading in a manner that is causing 
competitive harm.”

Ceding authority to FDA on Amarin’s 
complaint, the attorneys added, could set 
a precedent harmful to “competitive inter-
ests of countless” businesses and the pub-
lic. “If the Commission were to abdicate its 
jurisdiction in this matter, and in all mat-
ters affecting FDA-regulated products … 
then it would not only subvert Congress’s 
objectives… but also effectively provide a 
shield for wrong-doing.”

ITC initially had extended its consider-
ation of whether to investigate the firm’s 
complaint through Oct. 20 before saying 
decision would take another week. If the 
commission initiates an investigation it 
will assign the case to an administrative 
law judge, who will set a target date for 
completion of the investigation.  

3 STRIKES AGAINST FDA’S REQUEST

Saying it is “asking the Commission to call balls and strikes based on defini-
tions” in the FD&C Act and previous FDA interpretations, Amarin divides its 
argument against FDA’s request into three reasons:

FDA’s ignores ITC regulations that require the commission to “institute an 
investigation where, as here, the complaint is properly pied and also builds 
in processes to ensure interagency comity”;

Amarin is not attempting an unlawful private enforcement of the FD&C Act, 
nor is it asking ITC “to break new ground or to act outside of its expertise or 
authority”;

FDA’s request intrudes upon the commission’s jurisdiction and “attempts to 
eliminate a remedy that Congress provided to competitors and the domes-
tic industry” under ITC and federal trademark and marketing regulations.
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Pfizer Déjà Vu: Is It Time To Sell The Consumer  
Health Business?
MALCOLM SPICER  malcolm.spicer@informa.com

D rug industry analysts and other ob-
servers couldn’t be faulted for ask-
ing, “Haven’t we heard this before?” 

after Pfizer Inc. on Oct. 10 said it is consider-
ing selling is consumer health business.

Even so, the announcement sparked dis-
cussion of the pros and cons. On one hand, 
the consumer unit –which includes the Ad-
vil and Nexium 24HR OTC drug and the Cen-
trum multivitamin lines – is a dependable 
source of revenue; on the other prospects 
for growth aren’t strong, even with some 
potential Rx-to-OTC switches in the pipe-
line. The company indicated a decision isn’t 
expected until sometime next year.

“This is not a new development,” noted 
BMO Capital Markets analysts in a report 
posted soon after the announcement. BMO 
and other analysts expect Pfizer would at-
tract suitors for all or parts of its consumer 
health business, with $15bn to $17bn a 
likely price, but also say the New York-based 
firm might be better off continuing to com-
pete in the sector that accounted for rev-
enues of around $3.4bn in 2016.

Morningstar analyst Damian Conover 
stated in a same-day note that even the best 
outcome of a consumer health sale or split-off 
likely would add little value to Pfizer shares.

“If Pfizer were to pursue a sale of the con-
sumer group, the tax implications would 
likely erase any valuation creation from the 
deal,” said Conover, Morningstar’s pharma 
sector director. In a separate post titled 
“Pfizer’s Divestiture Plan No Big Deal,” he 
said a spin-off or split-off “would likely cre-
ate a minor level of value-creation for share-
holders at best.”

Pfizer CEO Ian Read’s statement about a 
potential sale tracks with his comments in 
2015 after an unsuccessful OTC Lipitor ac-
tual-use trial. An OTC drug and nutritional 
product business is worth keeping but also 
something to consider selling, Read said 
then, and now. (Also see “Lipitor Switch Deci-
sion Could Portend Pfizer’s Consumer Product 
Future” - Pink Sheet, 31 Jul, 2015.) But un-
like the 2015 go-round, there’s no obvious 
event triggering a sale review.

“Although there is a strong connection 
between Consumer Healthcare and ele-
ments of our core biopharmaceutical busi-
nesses, it is also distinct enough from our 
core business that there is potential for its 
value to be more fully realized outside the 
company. By exploring strategic options, 
we can evaluate how best to fuel the fu-
ture success and expansion of Consumer 
Healthcare while simultaneously unlocking 
potential value for our shareholders,” the 
CEO said in the firm’s latest release.

While the OTC Lipitor actual-use trial pre-
cipitated speculation of Pfizer selling all or 
part of its consumer health business, the 

firm has periodically weighed the move 
since it re-entered the space through its 
2009 acquisition of Wyeth that brought con-
sumer health brands as well as Rx properties. 
It already has sold the nutritional formula 
brands that came with Wyeth. (Also see “Light 
Still On For Switches After Pfizer Pulls Plug On 
OTC Lipitor” - Pink Sheet, 3 Aug, 2015.)

Its 2016 decision against splitting into two 
separate companies, one offering innovative 
products and the other essential health prod-
ucts, included keeping its consumer health 
business, which is in the innovative silo. (Also 
see “Stronger Together: Pfizer Decides Against A 
Split” - Pink Sheet, 26 Sep, 2016.)

LARGE AND SMALLER SUITORS LIKELY

A list of firms likely to be interested in Pfizer’s consumer business would 
include Johnson & Johnson, which acquired its consumer health products 
in 2006 when Pfizer temporarily exited the sector. 

Other potential suitors in Pfizer’s business would not only include large 
pharmas Bayer AG, GlaxoSmithKline PLC and Sanofi and global consumer 
health, personal and household care product marketer Reckitt Benckiser 
Group PLC, but also smaller firms interested in acquiring certain brands.

Prestige Brands Holdings Inc. has added multiple OTC drug brands in the 
past five years, most recently by acquiring C.B. Fleet Co., and could see Pfiz-
er’s Advil, Nexium 24HR, Preparation H or Robitussin brand as the next to add 
to its portfolio. When the Fleet deal closed in January, Prestige Brands added 
Fleet enemas and glycerin suppositories, Pedia-Lax pediatric laxative brand, 
Norforms feminine deodorant suppository brand and Phazyme gas and acid 
remedy products to its OTC portfolio led by BC and Goody’s oral analgesics 
and Monistat vaginal yeast treatment. (Also see “OTC Evolution For Prestige 
Brands Combines Near- And Long-Term Strategies” - Pink Sheet, 6 Feb, 2017.)

French firm HRA Pharma SA adjusted its focus to the consumer health sec-
tor in 2016 and recently closed its acquisition of the Compeed wound-care 
brand from Cilag GmbH International, a J&J company. HRA also is working 
with Ibis Reproductive Health on an NDA to submit to FDA for an oral con-
traceptive switch. (Also see “Oral Contraceptive Switch Advocates Reject User 
Age As Approval Factor” - Pink Sheet, 22 Jun, 2017.)

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/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/articles/2015/07/31/emlipitor-emswitch-decision-could-portend-pfizers-consumer-product-future?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/articles/2015/07/31/emlipitor-emswitch-decision-could-portend-pfizers-consumer-product-future?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/articles/2015/07/31/emlipitor-emswitch-decision-could-portend-pfizers-consumer-product-future?utm_medium=pdf&utm_source=pink
https://scrip.pharmaintelligence.informa.com/articles/2016/09/26/stronger-together-pfizer-decides-against-a-split?utm_medium=pdf&utm_source=pink
https://scrip.pharmaintelligence.informa.com/articles/2016/09/26/stronger-together-pfizer-decides-against-a-split?utm_medium=pdf&utm_source=pink
https://scrip.pharmaintelligence.informa.com/articles/2016/09/26/stronger-together-pfizer-decides-against-a-split?utm_medium=pdf&utm_source=pink
https://scrip.pharmaintelligence.informa.com/articles/2016/09/26/stronger-together-pfizer-decides-against-a-split?utm_medium=pdf&utm_source=pink
https://scrip.pharmaintelligence.informa.com/articles/2016/09/26/stronger-together-pfizer-decides-against-a-split?utm_medium=pdf&utm_source=pink
https://scrip.pharmaintelligence.informa.com/articles/2016/09/26/stronger-together-pfizer-decides-against-a-split?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/articles/2017/02/06/otc-evolution-for-prestige-brands-combines-near-and-longterm-strategies?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/articles/2017/02/06/otc-evolution-for-prestige-brands-combines-near-and-longterm-strategies?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/articles/2017/06/22/oral-contraceptive-switch-advocates-reject-user-age-as-approval-factor?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/articles/2017/06/22/oral-contraceptive-switch-advocates-reject-user-age-as-approval-factor?utm_medium=pdf&utm_source=pink


6   |   Pink Sheet - Consumer Health   |   October  2017 © Informa UK Ltd 2017

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

“Pfizer has a history of ambivalence to-
ward the OTC business. With all the pres-
sure from activist investors, it likely has lost 
patience,” said pharma industry consultant 
Susan Lavine Coleman, president of NCI 
Consulting Inc.

In Europe, Merck KGAA currently is seek-
ing a purchaser or partner for its consumer 
unit, saying “increasing internal constraints” 
make it harder to fully support that busi-
ness. (Also see “Big Pharma Set To Compete 
For German Merck’s Consumer Health Unit” - 
Pink Sheet, 5 Sep, 2017.)

RELIABLE REVENUE,  
NOT GROWTH DRIVER
Pfizer said its options include that it “may ulti-
mately determine to retain the business” cur-
rently operating in more than 90 countries.

Albert Bourla, president of Pfizer’s divi-
sion that includes consumer health, In-
novative Health, noted in the release that 
with the role of OTC drugs and nutritional 
supplements in health care growing, the 
business operates in a promising market.

“Consumers are taking more ownership of 
their health and wellness through OTC prod-
ucts, preventive treatments and alternative 
health paths. Pfizer Consumer Healthcare is 
playing an important role in changing the 
world’s well-being,” Bourla said.

Despite that, making a consumer health 
business comparably valuable in a large 
pharma’s overall business doesn’t come 
easy, say Barclays analysts.

“Despite the high valuations attributed 
to consumer staples companies in recent 
years, it has proven somewhat challenging 
for diversified biopharmas such as Pfizer 
and [J&J] to garner a similar premium for 
their respective businesses,” according a 
same-day Barclays note.

The analysts consider Pfizer’s potential 
move “mostly … a positive step for a non-
core business that has not contributed 
meaningfully to re-rating shares.”

That’s because consumer health sales 
growth won’t drive earnings growth. “While 
additional branded-to-OTC conversions 
could put modest upward pressure on 
sales forecasts, the generally steady cash 
flows remain the primary appeal along with 
brand equity,” Barclay’s analysts say.

Morningstar’s Conover suggested that 
leaving the consumer health sector would 
shrink a revenue streams Pfizer can rely on 

consistently. With the business account-
ing for 6% of its overall revenues, “the loss 
of branding power is not material for the 
company,” he said.

BMO’s Alex Arfaei considers a poten-
tial sale “incrementally positive” for Pfizer 
shares and expects that because it is a reli-
able revenue stream, business is worth five 
to six times its 2016 revenue total. Like the 
animal drug business Zoetis Inc. Pfizer spun 
out in 2013, “the consumer business will 
likely garner a greater valuation outside of 
Pfizer because of its durability,” Arfaei said.

Although Arfaei, like others, pointed out 
Pfizer’s announcement isn’t its first about 
a potential consumer health business sale, 
the BMO analysts “believe a sale/divestiture 
seems likely.”

SWITCH OUTLOOK STEERS  
PFIZER WHERE?
Pfizer’s decision likely will be influenced by 
its outlook for potential OTC switch candi-
dates among its Rx products, prospects on 
which pharma industry consultants offer 
different views.

“I wouldn’t think that Pfizer’s consider-
ation on divesting their OTC business is 
due to prospects on switch candidates. 
The switch environment looks strong to 
us – FDA and industry both seem very 
invested in switches,” Jim DiBiasi, founder 
and president of 3D Communications LLC, 
said in an email.

Pfizer’s most likely OTC switch candi-
dates are the cholesterol-lowering drug 
Lipitor (lovastatin) and Viagra (sildenafil) 
for erectile dysfunction.

In contrast, NCI’s Coleman believes the 
potential nonprescription futures of Lipi-
tor and Viagra likely influence Pfizer’s po-
tential decision.

“I assume Pfizer has concluded that FDA 
is unlikely to approve a Viagra switch,” 
Coleman said, adding that the September 
interim decision by Australia’s drug regula-
tor against nonprescription sales of silde-
nafil could also be influencing the firm.

Lipitor and other currently Rx Pfizer prod-
ucts might not be switch candidates that 
would be particularly profitable or have a 
good chance of approval, Coleman said.

“I think Pfizer abandoned the switch of 
Lipitor several years ago. And other drugs 
with switch potential in the Pfizer portfo-
lio either have questionable commercial 

potential or high hurdles to approval,” she 
said in an email.

Pfizer has conducted an actual use trial 
for nonprescription Lipitor, though it ended 
the project in 2015 without filing a new 
drug application for a switch of 10 mg lov-
astatin. The trial not meet its primary objec-
tives of demonstrating patient compliance 
with the direction to check their LDL cho-
lesterol level and, after checking, to take ap-
propriate action based on test results.

The results of Pfizer’s trial were similar to 
FDA’s reasons for rejecting three previous 
NDAs that other firms have submitted to 
the agency for statin switches – concerns 
about whether consumers could accurately 
self-select and safely use a statin. (Also see 
“Pfizer Would Explore Where No Other Firm 
Has Gone Before With Lipitor Switch” - Pink 
Sheet, 5 May, 2015.)

Additionally, Pfizer in 2008 withdrew 
an application in Europe to switch 50 mg 
sildenafil from Rx to nonprescription after 
the European Medicines Agency’s Commit-
tee for Medicinal Products for Human Use 
noted concerns including unsupervised 
use could delay the diagnosis of underlying 
diseases, such as coronary artery disease, 
for which ED can be an indicator.

Still, in 2016 the firm seemed to indi-
cate some confidence in a potential Viagra 
switch when it posted on the professional 
networking online platform LinkedIn an 
advertisement for a sexual health brand 
manager with responsibilities including 
“support vision and strategies that drive 
probability of success for the Rx-to-OTC 
Switch program.” (Also see “Cialis Or Viagra 
Switch? Sanofi Survey, Pfizer Help Wanted Ad 
Could Be Signs” - Pink Sheet, 18 Nov, 2016.)

Conover doesn’t share the confidence 
Pfizer could have been showing then. While 
Lipitor and Viagra “hold potential for a Rx-
to-OTC switch, we are skeptical the major 
regulatory agencies will approve the label 
change,” he said.

And the entire OTC switch outlook prob-
ably isn’t pointing Pfizer to stay in the con-
sumer health business, Conover said. “With 
no major … switches likely over the near 
term, we view the synergy of holding the 
consumer health business with Pfizer’s pre-
scription business as less important.” Addi-
tionally, with the firm focusing more on 
critical-care areas such as oncology, “future 
Rx-to-OTC switches seem less likely.”  
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Reckitt Benckiser Gives Consumer Health Portfolio Its Own 
Home – What’s Next?
MALCOLM SPICER  malcolm.spicer@informa.com

R eckitt Benckiser Group PLC has add-
ed enough products to its consumer 
health portfolio to form a separate 

operating division, a move that also po-
tentially positions the unit to be sold or be-
come the firm’s only business.

The UK manufacturer and marketer will 
begin operating in January with a separate 
health care division, representing 60% of 
company sales with products including the 
Mucinex expectorant OTC drug line, Schiff 
vitamin and dietary supplement brands 
and the Mead Johnson Nutrition Co. in-
fant and adult nutritionals business, and 
a home care and hygiene division, with 
brands including Lysol disinfectants and 
Vanish fabric stain remover. 

Announced Oct. 18 together with its 
third-quarter results, RB’s plan has ana-
lysts’ backing and piques expectations that 
short- or long-term, operating the divisions 
separately will lead to divesting one.

The “most likely” reason for the restructur-
ing, says Morningstar Equity Research ana-
lyst Philip Gorham, is an indication that CEO 
Rakesh Kapoor’s “long-term vision for RB lies 
in the consumer health business.” The change 
“may be a precursor to the disposal of the 
home and hygiene assets in the future,” Gor-
ham said in a same-day research note.

Credit Suisse analysts as yet don’t see one 
or the other divisions as more likely to be sold, 
but the restructuring “surely opens the door 
to separate [stock] listings in the fullness of 
time,” according to their research note.

At Deutsch Bank Markets Research, ana-
lyst Eva Quiroga-Thiele says the time is 
right for RB to operate the two businesses 
as separate divisions of the same company, 
though she didn’t offer a prediction on 
whether one will be sold.

Adding Mead Johnson in a deal that 
closed during the third quarter “further 
bolstered RB’s position in consumer health” 
and was “the right trigger” to also move 
some brands the firm had categorized as 
hygiene products to the health division, 
Clearasil acne treatments, Dettol antiseptic 
washes and Veet hair removal products, 

Quiroga-Thiele wrote. (Also see “Reckitt Ex-
pands ‘OTC’ Business, China Presence With 
Mead Johnson” - Pink Sheet, 13 Feb, 2017.)

And the home/hygiene division is made 
stronger by the hygiene brands that remain 
there, she said. “Given its more attractive 
mix … and its stronger [brands] base, we 
see the Hygiene Home business as a much 
more attractive asset.”

Morningstar also anticipates that RB’s con-
sumer division will add more brands and that 
it’s watching whether Pfizer Inc. acts on its 
consideration of a consumer health asset sale.

“This business would be a natural fit with 
RB, and we expect the company to be inter-
ested,” Gorham said.

After increasing its debt to add Mead 
Johnson, RB probably would need to sell 
some of its assets to afford potentially ac-
quiring Pfizer’s consumer business, valued 
at around $15bn to $17bn, say Gorham and 
Societe Generale Cross Asset Research ana-
lysts. That asset likely would be the home/
hygiene business, they say.

In a same-day note, Societe Generale ana-
lysts said “we think any deal would likely have 
to be part-funded by issuing equity or selling 
assets (most likely the Home division).”

“We think this restructuring makes it 
more likely than not that the assets to be 
jettisoned would be from the hygiene and 
home portfolios,” Gorham wrote.

PLAN EXTENDS ONLY TO  
TWO DIVISIONS
While analysts see some sort of business 
split ahead, Kapoor and other executives 
said during the earnings briefing that they 
see only two divisions within one company. 
Each division is charged with full account-
ability across its responsibilities for all its 
brands, from supply to manufacturing, to 
sales and to marketing.

“We are creating under one RB, two fully 
accountable, focused business units,” said 
Kapoor in response to one of several que-
ries about potential divestment plans dur-
ing the briefing. “I think you should not read 
it in any other way,” the CEO added.

The consumer health unit, though, holds 
not only greater promise as a growth driv-
er, but also more of Kapoor’s attention. Ka-
poor, who will head the consumer health 
business while remaining CEO, has cham-
pioned RB’s future in consumer health 
since taking the firm’s helm in 2011; he 
previously detached health in 2012 from 
the home and hygiene businesses, with 
each its own category but not separate in 
operations. (Also see “Reckitt Reorganizes 
To Develop Health Care, Emerging Markets” 
- Pink Sheet, 13 Feb, 2012.)

While recognized as “a household clean-
ing company” until as recently as seven or 
eight years ago, “ now we are not really a 
household cleaning company,” he said.

RB is focused on becoming a global lead-
er in consumer health, but “you could also 
argue that we have not fully realized our full 
opportunity there,” Kapoor added.

E-COMMERCE, MJN SIZES  
ON RADAR
Making use of opportunities to expand in 
consumer health depends in part on taking 
large steps in e-commerce across its brands 
and in making Mead Johnson products 
more competitive, particularly in the US.

Kapoor acknowledged that like other 
large consumer packaged goods firms, RB 
is behind the curve in digital sales. “In this 
world, every company needs to think about 

CEO Rakesh Kapoor: “We are creating 
under one RB, two fully accountable, 

focused business units.”
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how it’s going to organize for innovating, 
for performing, for reaching, for delivering 
against many different channel and con-
sumer segments,” he said.

“Part of the mandate for the two busi-
ness units … is to make sure that we can 
create innovations that are relevant for 
these new channels and consumer seg-
ments,” he added.

RB’s health care brands, though, should 
flourish online because consumers don’t 
look for off-brand or niche products when 
their health is concerned, he said. “The 
new cool brand which came out in this 
new niche channel is not what you’re 
thinking about. All you’re thinking about 
is, ‘I’m going to get better’.”

Growing Mead Johnson sales might be 
a less complicated project for RB. Launch-
ing additional nutritional products in Chi-
na and other international markets is one 
part of the plan.

Mead Johnson’s “innovation has not 
been to the extent that we would have 
liked to see and we are used to. So we 
have put together a renewed effort on in-
novation,” the CEO said. The Enfamil infant 
nutrition brand’s Platinum version was 
launched in Hong Kong during the third 
quarter, a move “that will give us the confi-
dence of maybe even creating it for China,” 
he said.

Among RB’s “very simple but very quick 
decisions and actions” for the Mead John-
son business is developing a larger prod-
uct size. “When you look at the whole 
range of Mead Johnson, they’re underrep-
resented in the large sizes, for reasons that 
I cannot fully understand, but that is the 
case,” the CEO said.

And with Mead Johnson “materially be-
hind the curve in terms of e-commerce,” 
another quick move for RB is in digital 
sales. “I personally think this category is 
ripe for e-commerce. … you know the 
consumers want it week after week,” Ka-
poor said.

Although growing e-commerce for its 
OTC drug and supplement brands also 
is on RB’s radar, the firm is confident the 
products will continue competing for US 
market share. “We are doing the right 
thing in terms of how we go to market” in 
the OTC drug sector, and the supplement 
business “continues to perform well,” Ka-
poor said.  

PETYA LEFT ITS CYBER MARK

A June cyberattack that disrupted RB’s manufacturing and distribution 
turned its third-quarter into “a period of misalignment with our sales and 
operating planning processes,” Kapoor said.

The firm estimates the Petya malware-based cyberattack slowed its sales by 
around 2% in the July-September period. (Also see “RB Says Petya Cyberat-
tack Froze Shipments, Could Cost £100M” - Pink Sheet, 9 Jul, 2017.)

After cutting its full-year guidance from 3% growth to 2% when it disclosed 
the attack, RB cut it again to flat after reporting total net revenue down 1% 
to $3.2bn for the quarter.

Consumer health sales were down 2% to £1.6bn ($2.1bn) and home care 
product sales were off 4% at £482m ($632.4m), while 1% growth in hygiene 
product revenues to £1.1bn ($1.4bn) slightly offset those slumps RB largely 
attributed to the Petya cyberattack.

“Restoring some of the manufacturing support systems, especially in the 
health factories, led to a backlog in a finely balanced supply chain which we 
have still not fully caught up with,” the CEO said.

Another still-unresolved Petya-caused problem is updating its India dis-
tributors’ core operating systems to include a change in the country’s goods 
and services tax. Without the change, RB products were not reaching India’s 
store shelves in July, “a peak period of restocking” Kapoor said.

“All these, of course, give rise to a loss of shelf space and promotional slots 
and consequent loss of sales,” he added.

Mead Johnson infant and adult nutritionals’ sales in China and other Asian 
countries grew 4% to $477m and Latin American market sales were up 1% 
to $163m, offsetting a 3% dip in North America and Europe sales to $308m 
for 1% overall growth to $948m.
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Decision Against Attorney Fees In Mucinex Patent Claim 
Could Resonate
EILEEN FRANCIS  eileen.francis@informa.com

A federal court decision that frees 
Reckitt Benckiser Group PLC from 
paying attorneys’ fees to a firm 

awarded a rare summary judgement to 
dismiss RB’s complaint on patents for its 
Mucinex OTC expectorant could encour-
age drug firms’ inclination to file patent in-
fringement litigation.

Judge Leonard Stark of the US District 
Court for the District of Delaware says RB’s 
patent infringement complaint against Indi-
an firm Aurobindo Pharma Ltd. and its East 
Windsor, N.J.-based Aurobindo Pharma USA 
Inc. division for infringement of two Mucinex 
DM patents was reasonably filed, main-
tained and litigated and is not sufficiently 
distinguished from other patent litigation to 
deem it “exceptional,” which is necessary for 
a defendant to be awarded attorneys’ fees.

Under federal laws for patent infringement 
litigation, a court can award reasonable at-
torneys’ fees to a prevailing party provided 
the case is considered “exceptional” in some 
manner, including that it is “frivolous” or that 
it is “simply one that stands out from others 
with respect to the substantive strength of 
a party’s litigating position or the unreason-
able manner in which the case was litigated,” 
according to Stark’s Oct. 16 order.

n a complaint filed in 2014 by its Reckitt 
Benckiser LLC subsidiary, RB argued that 
Aurobindo’s proposed abbreviated new 
drug application for a cough and cold 
equivalent to Mucinex DM (dextrometho-
rphan/guaifenesin; extended-release tab-
let) infringed the product’s patents on con-
trolled-release formulations of guaifenesin 
containing both immediate- and sustained-
release portions and quantities.

The UK manufacturer and marketer of 
health, hygiene and home products con-
tended Aurobindo’s product appears to 
contain two distinct formulations because 
the ANDA’s dissolution profile demon-
strates it releases guaifenesin in a manner 
similar to Mucinex DM’s two-rate dissolu-
tion profile. However, RD did not analyze 
Aurobindo’s ingredient list or provide evi-
dence regarding the physical structure of 

the generic product to demonstrate it in-
cludes more than a single formulation,

Approving Aurobindo’s motion for sum-
mary judgement of non-infringement, 
Stark in March said no reasonable factfinder 
could find that, as asserted by RB, Aurobin-
do’s proposed ANDA product contained 
two distinct formulas. Instead, the ANDA 
shows only that the Indian firm sought FDA 
approval of a single formulation, extended-
release product.

While the judge approved Aurobindo’s 
summary judgement motion, he noted that 
he did not accept all of the firm’s arguments.

“On balance and considering the totality of 
the circumstances, the court concludes that 
the factors weighing against finding this case 
exceptional outweigh those in favor. While 
the evidence garnered by Reckitt to support 
its infringement claims was insufficient to 
overcome Aurobindo’s motion for summary 
judgement, the court does not find that this 
case – whether compared to the full panoply 
of patent cases with which the court has been 
involved or with the more narrow category of 
ANDA cases it has handled – stands out with 
respect to the substantive strength of Reck-
itt’s unsuccessful positions or the manner in 
which Reckitt litigated the case.”

RB also is the target of antitrust litigation 
Mutual Pharmaceutical Co. Inc. filed in 2015 

claiming the UK firm breached a 2007 set-
tlement in which Mutual agreed to refrain 
from entering the OTC extended-release 
guaifenesin market until another manufac-
turer began offering generics of Mucinex.

Aurobindo received FDA approval for 
guaifenesin/dextromethorphan 600 mg/30 
mg and 1,200 mg/ 60mg extended-release 
tablets in March, according to the firm. Dur-
ing its second-quarter earnings briefing in 
August, Aurobindo Managing Director Go-
vindarajan said the firm launched the prod-
ucts for US private label and store brand 
customers in the spring and was “ramping 
up” volumes at retailers.

AUROBINDO ARGUES BIG PICTURE
Aurobindo followed up by arguing in court that 
RB’s filing was “exceptional” in terms of stand-
ing out from similar patent cases, Stark noted in 
his ruling the motion for attorneys’ fees.

The Rx generic and OTC private label 
drug firm urged Stark to consider the larger 
impact on the industry from his summary 
judgement dismissal of RB’s complaint. Au-
robindo argued for attorneys’ fees based on 
RB’s “claim construction and infringement 
theories in light of the need to deter abu-
sive ANDA litigation” in the future.

Aurobindo referenced the Hatch-Waxman 
Act’s purpose to foster “timely entry of ge-
neric drugs to market” as an important con-
sideration in the decision. The firm stated 
with an automatic 30-month stay of FDA 
approval of an ANDA triggered when patent 
litigation is filed, “the court should be alert to 
the incentives branded drug companies like 
Reckitt have to file frivolous cases.”

The court also “should perhaps be more will-
ing to find an ANDA case exceptional” within 
the meaning of federal law, Aurobindo argued.

JUDGE FINDS MERIT IN  
RB ARGUMENT
Stark weighed the merits of Aurobindo’s 
argument to deem the case “exceptional.” 
He noted the litigation stands out because 
it was resolved on summary judgement, “a 
rare occurrence in this court, which often 

With automatic 30-month 
stays of FDA approvals of 

ANDAs triggered when 
patent litigation is filed, 

“the court should be alert 
to the incentives branded 

drug companies like Reckitt 
have to file frivolous cases.” 

– Aurobindo Pharma
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does not allow summary judgements mo-
tions to be filed in an ANDA case.”

However, that rarity wasn’t enough to 
justify ordering RB to pay Aurobindo’s le-
gal fees.

Stark said “this fact alone does not make 
this case per se ‘exceptional.’ That the na-
ture of the narrow dispute presented by 
the parties turned out to be amenable to 
summary judgement does not inevitably 
correlate to an exceptionally weak sub-
stantive position or an unreasonable man-
ner of litigation.”

Still, he was critical of RB given that its 
complaint against Aurobindo is similar to its 

2011 patent infringement litigation against 
Watson Laboratories Inc. also for a Mucinex 
patent. An appellate court upheld a district 
court ruling that RB’s two formulas-in-one 
patent infringement claim against Watson 
did not hold up. (Also see “Perrigo Sets Ge-
neric Mucinex Launch After Patent Claim De-
cision” - Pink Sheet, 16 Jan, 2012.)

Despite its failure with that approach with 
Watson, though, RB again asserted an infringe-
ment theory “without regard to the structure 
of the formulation,” Stark stated. “Reckitt’s liti-
gation strategy, thus, was unusual.”

On the other hand, the judge found mul-
tiple factors weighing against deeming the 

case exceptional. “Reckitt performed a rea-
sonable investigation on the ANDA product 
after filing the case, including by perform-
ing testing,” including devoting resources to 
generate evidence regarding other claims 
as limitations as well, Stark said.

Further, the company’s argument sup-
porting its complaint were not “wholly un-
reasonable or without merit” and is not “en-
tirely devoid” of an infringement theory, the 
judge added. “Reckitt performed testing 
on the ANDA product, retained an expert 
to provide opinions about the testing, and 
presented a coherent – although ultimately 
unsuccessful – theory of infringement.”  

Reckitt Negotiating Details For Generic 
Mucinex It Will Provide Mutual

Reckitt Benckiser Group PLC is cur-
rently negotiating color, shape and 
other details for OTC guaifenesin 

extended-release tablets it will provide Mu-
tual Pharmaceutical Co. Inc. A federal court 
earlier stayed Mutual’s 2015 complaint that 
RB reneged on an agreement to supply it 
with a generic version of the product.

In a November 2016 order, Judge Petrese 
Tucker in US District Court for the Eastern 
Pennsylvania District stayed proceedings in 
the litigation after the firms indicated they 
would settle the complaint. The firms have 
provided Tucker periodic updates on their 
settlement discussions; no settlement has 
been reported to the court.

In separate litigation concerning Mu-
cinex patents, a federal judge in Delaware 
earlier in October ruled RB does not have 
to pay attorneys’ fees to a firm awarded a 
rare summary judgement to dismiss RB’s 
patent infringement complaint. (Also see 
“Decision Against Attorney Fees In Mucinex 
Patent Claim Could Resonate” - Pink Sheet, 
25 Oct, 2017.)

In the Eastern Pennsylvania District, 
Tucker ruled in April 2016 that while Mu-
tual showed that RB failed to honor a 2007 
agreement to supply generics of the origi-
nal Mucinex guaifenesin 600 mg expec-
torant product to the business of parent 
company URL Pharma Inc., Mutual had 
not provided sufficient detail for RB to pro-

vide a product that would meet regulatory 
standards. (Also see “Mutual Alleges Mucinex 
Monopoly In Extended-Release Guaifenesin” - 
Pink Sheet, 4 Mar, 2015.)

She said the “parties have been unable to 
reach an agreement as to the volume of the 
initial forecast and the characteristics of the 
tablets, thus precluding [RB] from initiating 
the supply of the tablets.”

Additionally, “perhaps more importantly, 
besides color, it is unclear as to what the 
tablet would look like in finished form. For 
example, shape is not contemplated in the” 
agreement that Adams Respiratory Thera-
peutics Inc. made with Mutual shortly be-
fore being acquired by RB.

After Adams Respiratory alleged patent 
infringement when Philadelphia-based 
Mutual was first to file an abbreviated new 
drug application to manufacture a generic 
of Mucinex, Mutual agreed to refrain from 
entering the extended-release guaifene-
sin market until another manufacturer be-
gan offering the product in return for Ad-
ams then beginning to supply the product 
to Mutual.

Tucker found that the agreement did not, 
as Mutual argued, compel Adams, or RB, to 
provide a guaifenesin 600 mg product to 
Mutual within 30 days of another generic’s 
launch. Meeting that deadline, she said, 
would be harmful for RB.

Pointing out that the agreement states 

that Mutual can begin purchasing the tab-
lets 90 days following the launch of the first 
Mucinex generic, RB “could suffer irrepara-
ble damage to its reputation and financial 
security if it is required to swiftly produce 
these tablets and suffer the prospect of an 
ineffective drug, FDA investigation, and liti-
gation from consumers.”

If it “hastily completes the production of 
the tablets in thirty days,” RB “jeopardizes its 
reputation as a reputable provider of over-
the-counter drugs,” according to the ruling.

Mutual executives have indicated they 
believe RB “wants to honor the contract,” 
Tucker stated in denying Mutual’s motion 
for an injunction. “There is no indication 
that the parties have ceased communica-
tion and that Reckitt intends to breach 
the Agreement by not executing a supply 
agreement with Mutual.”  

US District Judge Petrese Tucker: Mutual’s 
agreement with Adams Respiratory to 

supply a Mucinex generic left “unclear as 
to what the tablet would look like in 

finished form.”
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P&G Counts Board Vote Win As Peltz Claims ‘Change’ 
Message Delivered
EILEEN FRANCIS  eileen.francis@informa.com

N elson Peltz says the slim margin of 
victory Procter & Gamble Co. has 
claimed over him in preliminary 

results of a board proxy fight indicates not 
only that shareholders sent a message to 
the firm, but that he still might prevail. 

In remarks prior to and during P&G’s 
shareholder meeting Oct. 10 in Cincinnati, 
Peltz said he expected the results would be 
close and the final decision would not come 
the same day. “Either way, today’s vote is a 
vote for change – a vote for bold change. The 
board owes it to the shareholders to really 
study the issues of structure and the issues of 
culture. Culture’s got to be open to outsider, 
people, ideas and perspective,” he said.

“According to our proxy solicitors, today’s 
vote is too close to call and it will take time 
to determine the outcome. We await the 
certified election results by the indepen-
dent inspector of election,” according to his 
hedge fund, Trian Fund Management.

Speaking to CNBC following the vote, 
Peltz said regardless of the certified results, 
he will continue to push P&G to implement 
his suggested changes, including simplify-
ing the company’s structure, cutting down 
its bloated bureaucracy and returning to 
launching innovative brands.

P&G CEO David Taylor said the prelimi-
nary vote count showed shareholders had 
re-elected the company’s 11 board mem-
bers, who will continue their roles for one 
year until its 2018 annual meeting.

In his comments after reading the results, 
Taylor said the firm “will continue to engage, 
respectively, with Nelson Peltz, whose input 
we value and will continue to listen to.”

In a same-day note, Jefferies Equity Re-
search Americas Equity analyst Kevin Grun-
dy said the proxy vote margin was “razor-
thin”– reportedly less than 1% out of 2.5bn 
outstanding shares – and that going into the 
meeting Trian had reported it held a 175m 
vote lead. With Peltz planning a recount, the 
official tally could take days or weeks.

Grundy said that based on the prelimi-
nary reports “and reasonable assumptions 
for the voting/election ‘math,’” retail inves-

tors – individuals who include former P&G 
employees and represent around 40% of 
outstanding shares – likely supported the 
firm’s management, while institutional in-
vestors, with a total of more than 35% of 
shares, largely supported Peltz. The remain-
ing shares are held by index/mutual funds.

The proxy vote pitted P&G – with $235bn 
in annual sales of health, personal and 
home care products including OTC drug 
lines Crest oral care, Pepto-Bismol upset 
stomach remedy and Prilosec OTC frequent 
heartburn treatment – against Trian, its 
sixth-largest shareholder with $3.5bn in 
stock. Peltz wanted to transform the firm’s 

structure from 10 global business units to 
three autonomous units that could react 
more quickly to market dynamics. 

PELTZ PRESSURE SCORED POINTS
Grundy suggested the vote shows “a deci-
sive openness among a large percentage of 
P&G’s shareholders to Mr. Peltz’ ideas” and 
“appetite for greater accountability from 
P&G’s board.” The analyst expects Peltz to 
stick around and “act as an agent of change” 
despite losing out on the board seat.

In another same-day report, Morningstar 
Senior Director Erin Lash said whether Peltz 
ultimately gains a board seat would have lit-

VOTE ENDS CHARGED CAMPAIGNS

Both P&G and Peltz pitched for shareholders’ votes campaigns that included 
robocalls, mailers and even TV ads in Cincinnati. Three days after the briefing, 
P&G asked Peltz and Trian to pull TV ads airing in Cincinnati, that Taylor said 
were false and misleading. According to a local TV station, the ads falsely stat-
ed that P&G’s earnings, dividends and the stock hadn’t increased in 10 years. 
P&G had said the ads were deliberately and demonstrably false, and though 
Peltz defended them he did take them off the air. (Also see “Salvos, Retorts In 
P&G Board Vote Campaign Continue To Finish Line” - Pink Sheet, 9 Oct, 2017.)

Trian purchased roughly $3.5bn in shares of the company’s stock in Febru-
ary, representing about 1.5% of total stock. P&G announced Peltz’ bid for 
a board seat in a July Securities and Exchange Commission filing and the 
investor vocalized his dissatisfaction with P&G’s progress from multiple ini-
tiatives over more than five years toward gaining market share for its health, 
personal and household care products and increasing margins.

As late as Oct. 9, analysts said the vote was too close to call, with some nota-
ble investors and ex-directors of the company taking sides and pushing for 
shareholders to vote either in favor of adding Peltz or for P&G’s 11 directors).

Peltz, who had said that as a board member he would seek to expand the 
board to reappoint the incumbent director who’d lost a seat, had the backing 
of three top shareholder advisory firms – Glass Lewis & Co., Institutional Share-
holder Services Inc. and Egan-Jones Ratings Co. (Also see “As P&G Board Vote 
Looms, Activist Investor Peltz Gains Endorsements” - Pink Sheet, 27 Sep, 2017.)
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tle impact on the firm’s trajectory. “From our 
vantage point, [P&G] is already working to 
reduce complexity in its operations and ap-
propriately refocusing its brand investments 
to more effectively align with evolving con-
sumer trends, efforts that we expected would 
take time to yield materials gains,” Lash said.

Analysts largely agree that pressure from 
Peltz’ engagement has been good for P&G. 
The firm’s share price has increased about 
10% to just past $90 since Peltz began his 
bid for the board seat in July. With the an-
nouncement of his proxy loss, P&G’s stock 

price dipped from its opening by 3% to 
$89.86 mid-day but climbed back up to 
close at $91.62 by the close of the market.

As Peltz has stoked the flames of share-
holder discontent, many analysts say pres-
sure will continue on the firm perform. 
Several shareholders who spoke during the 
meeting – including one who admitted to 
voting in favor of P&G’s existing board – 
grilled the company on its slow turnaround 
and on its relatively weak total shareholder 
return in recent years, relative to peers.

Taylor responded to the question just as 

he has promoted P&G’s strategies during the 
firm’s proxy vote campaign. (Also see “P&G 
Open To M&A Moves, Closed To Board Seat For 
Activist Investor” - Pink Sheet, 1 Aug, 2017.)

“I share your dissatisfaction over the lon-
ger term with how we perform, which is 
why we’re working so hard to make sure we 
make the changes necessary to get back 
on track. The last couple of years, we’re see-
ing an improvement. We’re not declaring 
success, we’re saying improvement, evi-
dence that is broad-based in countries and 
brands,” the CEO said.  

Salvos, Retorts In P&G Board Vote Campaign Continue  
To Finish Line
MALCOLM SPICER  malcolm.spicer@informa.com

P rocter & Gamble Co. left no stone un-
turned or inaccuracy unmentioned 
in the week before its Oct. 10 share-

holder meeting to decide whether activist 
investor Nelson Peltz overcomes the firm’s 
opposition and wins a seat on its board.

The health, personal and household care 
product manufacturer and marketer contin-
ued its all-out campaign against Peltz’ bid 
with the highly unusual step of featuring a 
board member, Meg Whitman, who is chair-
woman, president and CEO of information 
technology firm Hewlett-Packard Co., in a 
briefing on Oct. 3 with analysts and investors.

Whitman praised Procter & Gamble and 
its corporate structure in her comments on 
questions about various elements of the 
firm’s performances that Peltz, CEO of Trian 
Fund Management LP, has criticized.

“I have to say, from where I sit in Silicon 
Valley and my many years in this business, 
they are doing a remarkable job here,” said 
Whitman, who also campaigned as a Re-
publican candidate in California’s 2010 gu-
bernatorial election.

Her participation in the briefing was 
noted by analysts. “Meg Whitman’s com-
mentary here was new for us with respect 
to Board members spending time helping 
resolve specific problems comments,” said 
Deutsche Bank Market Research analyst 
Faiza Alwy in an Oct. 4 note.

Three days after P&G’s briefing, CEO Da-
vid Taylor asked Peltz and Trian to pull TV 
ads airing in Cincinnati, home of the global 

firm marketing OTC drug lines Crest oral 
care, Pepto-Bismol upset stomach remedy, 
Prilosec OTC frequent heartburn treatment 
and Vicks cough/cold, that Taylor said were 
false and misleading. 

According to TV station WCPO in Cincin-
nati, Taylor contacted Peltz on Oct. 6 and 
complained that Trian’s ads were false by 
saying, “This was the original widows and 
orphans stock. Everybody could depend 
on earnings going up, and dividends going 
up and the stock going up. That hasn’t hap-
pened in 10 years … We want market share 
gains, which we haven’t had in a decade. 
That’s what we want.”

In multiple communications with WCPO, 
a P&G spokesman said the statements were 
deliberately and demonstrably false.

Peltz stood behind the ads but took them 
off the air. In them, Peltz explained that Tri-
an, with $12.7bn in investments, invested 
more than $3bn in P&G to help it grow.

In his response to Taylor, Peltz said, “The fact 
is over the last 10 years P&G has clearly expe-
rienced market share loss. P&G’s stock price, 
[earnings per share] and dividend growth 
have all underperformed peers dramatically 
over the last decade. These were the primary 
messages conveyed in these ads.”

TAYLOR, WHITMAN QUESTION 
PELTZ’ UNDERSTANDING
Trian’s ads and P&G’s investor briefing were 
the latest maneuvers in a proxy vote battle 
that was precipitated by Trian’s investment 

in the firm in February, currently reported 
at $3.5bn in stock for a stake of around 1%. 
P&G is the largest firm to face a proxy fight 
with $235bn in annual sales. (Also see “As P&G 
Board Vote Looms, Activist Investor Peltz Gains 
Endorsements” - Pink Sheet, 27 Sep, 2017.)

Peltz has primarily targeted individual 
P&G investors, who make up about 40% of 
ownership and are reportedly largely sid-
ing with P&G, and has pledged not to break 
up the firm. In a white paper published in 
September, he recommended moving from 
P&G’s current business structure of 10 cate-
gory-based global business units to auton-
omous global business units that can react 
more quickly to market dynamics.

Peltz, who has said that as a board mem-
ber he would seek to expand the board to 
reappoint the incumbent director he would 
replace, has the backing of the three top 
shareholder advisory firms, Glass Lewis & 
Co., Institutional Shareholder Services Inc. 
and Egan-Jones Ratings Co.

P&G has promoted its slate of board can-
didates on its website and released its own 
report following Trian’s, highlighting its suc-
cesses, including its productivity program, 
cost savings and innovation successes, and 
addressing Peltz’ eight planed initiatives.

In the Oct. 3 briefing, Taylor reiterated 
P&G’s statement on initially engaging with 
Peltz and not dismissing out of hand his 
bid for a board seat. Peltz, Taylor said, has 
not offered insight or advice relevant to 
P&G’s business.
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“I met with him six times. We’ve gone 
back and forth over 16 times. But what he 
most of the time talked about was food 
examples. They’re very different from the 
businesses we’re in. He also told me about 
food but did not spend much time trying to 
understand what we’re doing right now, so 
he hasn’t asked a lot of questions about our 
strategy,” the CEO said.

Whitman also questioned Peltz’ under-
standing of P&G’s businesses by noting the 
firm’s revenue growth is compared not only 
to US competitors, but also manufacturers 
and marketers in foreign countries. Other US 
firms, she said, will incur foreign exchange 
losses similar to P&G’s, but competitors 
based in other countries don’t lose revenues 
to currency exchange in their own markets.

“In my business, when we compete 
against United States companies, we all 
face the same foreign exchange problem. 
So, it’s a level playing field. P&G faces most-
ly European competitors. And then in the 
diaper business and the skin business, they 
face Japanese competitors. So, it’s a double 
effect for them,” Whitman said.

On the other hand, P&G is ahead of its 
competitors in developing e-commerce 
sales channels, she added.

“This is an area of deep expertise from 
my background. I have to say, of all the very 
large companies in the United States and 
abroad who are trying to change their mix to 
digital and using social and mobile, I have to 
say P&G is leading the way. They have pivot-
ed hard to digital marketing,” Whitman said.

Taylor noted during the briefing that on-
line sales of eight of P&G’s product catego-
ries grew in 2016 as it has “built a meaning-
ful e-commerce business with” e-commerce 
sales platforms worldwide and its tradition-
al retail customers’ digital storefronts. (Also 
see “Legacy Consumer Health Firms Invest To 

Compete In Start-Ups’ Realm: E-Commerce” - 
Pink Sheet, 12 Sep, 2017.)

“Our $3bn e-commerce business is the 
largest in the industry and grew 30% last 
year,” he said.

The P&G proxy is Peltz’ third since he 
co-founded Trian in 2005. He won the two 
seats on the H.J. Heinz board in 2006, be-
fore it became part of Kraft Heinz Co., and 
remained on the board until 2013. Five for-
mer directors at the ketchup maker submit-
ted a joint letter to P&G supporting Peltz 
and saying he had been a “valued member” 
of their board.

Trian’s 2015 proxy bid for four seats on 
DuPont Co.’s board, however, was not suc-
cessful. Peltz pushed DuPont for cost cuts, 
tighter research spending and a look at 
breaking up, but the chemicals giant pre-
vailed in the vote.

ANALYSTS AGREE WITH P&G,  
BUT LIKE PLETZ
Deutsche Bank’s Alwy noted P&G’s take-
away that the shareholder advisory firms 
spoke favorably about its ongoing strate-
gies for trimming its product portfolio, re-
ducing bureaucracy in its decision-making 
and cutting costs overall, even though they 
back Peltz (Also see “’Slow-Growth’ Global 
Trend Shakes Up P&G Product Strategy Start 
To Finish” - Pink Sheet, 28 Apr, 2017.)

“Management insisted that they have 
changed the organization structure and 
operating model to speed decision-making 
and improve accountability by disman-
tling the matrix, organizing around 10 cat-
egories, where leaders have end-to-end ac-
countability,” Alwy said.

While the advisory firms’ recommenda-
tions took a “why not Peltz” approach, P&G 
“believes this is not the right standard, and 
we agree,” she said.

Alwy also believes P&G’s board needs 
new members “with significant experience 
in digital, Big Data, and [consumer pack-
aged goods] in the company’s specific cat-
egories (notably not food).”

P&G expects to replace add three mem-
bers over the next 18 months to two years 
as current members reach retirement age of 
72 or their 18-year term limit, she said, not-
ing that Peltz is 75.

“We agree that he is late to the game as 
the company is already two years into its 
transformation. It is unclear to us exactly 
what Mr Peltz brings to the table that P&G 
needs at this point, and agree that a com-
promise candidate would have been best 
for all parties,” Alwy said.

Like other investors and analysts, 
Deutsche Bank analysts say Trian’s involve-
ment has been good for P&G’s stock and 
he expects Peltz, as he has with DuPont, 
would remain engaged if he does not win 
a board seat.

At Jefferies Equity Research Americas, 
analyst Kevin Grundy said that with P&G’s 
streamlining strategy “bearing fruit” and 
Peltz “likely to stick around (i.e. raised ex-
ecution bar)” at the firm, the long-term 
outlook is “the proverbial ‘win-win’ for P&G 
shareholders.”

Grundy pointed out in an Oct. 3 note 
that P&G’s briefing did not include “much 
discussion around productivity,” an area 
Peltz “has (appropriately) criticized P&G for 
not delivering greater [operating margin] 
% improvement.”

Trian’s interest in the P&G has buoyed in-
vestors, with the share price increasing from 
$86.70 in mid-July when Peltz announced 
his proxy bid to as high as $94.40 in mid-
September. In low-volume trading on Oct. 
9, P&G shares were down to $92.12 from a 
previous close of $92.33.  

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
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Turkey Poised To Stretch Consumer Health Market;  
Rigid On Ads, Access
AHMET SEVINDIK 

B etween 10% and 15% of Turkey’s 
Rx drugs will become available OTC 
under a proposed regulation by the 

country’s health care regulator that would 
expand its consumer health product market 
from around 80 products to more than 1,000.

The Ministry of Health and the Turkish 
Medicines and Medical Devices Agency, how-
ever, don’t appear ready to alter the country’s 
prohibition on advertising for pharmaceutical 
products and allow ads for OTCs, nor to allow 
sales of the products outside of pharmacies.

Although some 80 pharmaceutical and 
vitamin products already are available non-
prescription in parts of Turkey, the proposal, 
in development for almost two years by the 
ministry and TMMDA, would be the coun-
try’s first regulation for sales of consumer 
health care products.

The proposal includes OTC drug catego-
ries of cough/cold, allergy, analgesic and 
antipyretic, dermatology and gastrointes-
tinal in addition to vitamins, minerals and 
dietary supplements.

According to Turkish market data from 
IMS, spending on products in those cat-
egories currently available by prescription 
was around $1.73bn for the year ending 
May 2016. The top categories are vitamin, 
cough/cold, allergy and analgesic products, 
though sales in each category has been 
somewhat flat since 2012 (see chart).

ADS NOT NOW, MAYBE LATER
Pharma manufacturers have lobbied the 
ministry and TMMDA to allow advertise-
ments for brand OTC products, but pharma-
cists and medical professional associations 
remain opposed, arguing that ads would 
be misleading for patients who don’t have 
knowledge to make a safe decision.

TMMDA officials agree with health care 
providers. Agency President Hakki Gursoz 
has emphasized multiple times that phar-
macists will be patients’ primary advisors 
on OTC drugs.

While advertisement in national publica-
tions, TV or online will not be allowed, pharma 
firms still hope for some ad room on publica-

tions targeting industrial and professional sec-
tors. Moreover, pharmacist and doctor groups 
expect ads in consumer publications and TV 
eventually will allowed because of the addi-
tional advertising revenues that would result.

PRICING POLICY NOT SO CLEAR
Less has been said so far about the proposed 
regulation’s oversight of pricing. Currently, 
Turkey reimburses consumers for all Rx 
drugs, including those likely to be made non-

Sales* In Turkey’s Potential OTC Categories
Products in these categories currently available Rx-only Turkey would become available OTC in 
pharmacies under a proposed regulation. (* US$ millions)
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prescription. (Also see “Will Turkey Ever Regu-
late Its OTC Market?” - Pink Sheet, 10 Aug, 2016.)

One goal of adding an OTC market regu-
lation is reducing the financial burden on 
the country’s Social Security Institution.

And pharma firms that market brands in 
Turkey want the country to take remove 
some OTC products from the reimburse-
ment list and allow them to determine the 
prices based on consumers’ uptake. The As-
sociation of Research-based Pharmaceuti-
cal Companies research group made this 
argument at any opportunity it has in meet-
ings with ministry and TMMDA officials.

However, government officials and in-
dustry stakeholders also know many con-
sumers would prefer being reimbursed for 
Rx drugs than paying out of pocket for an 
OTC product that would provide the same 

treatment. While eliminating some OTCs 
from eligibility for reimbursement would 
allow pharma marketers potentially to 
raise prices they charge in the country, the 
change also likely would increase Turkey’s 
overall reimbursement spending.

PHARMACIES KEEP THEIR MARKET
A second industry group interested in the 
regulation, chain retailers, has not had as 
much influence on the ministry’s decisions. 
Although businesses already operating re-
tail chains and others looking to enter the 
space argued to allow sales of OTC drugs in 
venues other than pharmacies, the ministry 
and TMMDA remain committed to limiting 
all drug sales to pharmacies.

As sales by retail chains percolated as a 
topic in discussions on Turkey’s develop-

ing OTC drug regulation, pharmacists grew 
leery of losing expected growth in their 
consumer health product sales to new 
competitors that also sell myriad consumer 
products not available in pharmacies.

However, their own lobbying apparently 
is paying off. As pharmacists are well orga-
nized and exert influence through their as-
sociations, they also emphasized that OTC 
drugs and vitamins should be sold through 
pharmacies, even though expanding the 
retail channels would have increased their 
overall sales.

Turkey officials had planned to publish 
a regulation earlier in 2017, but forging 
agreements on details of the rule has pro-
longed the process and the ministry has 
not updated its expectation for complet-
ing the work.

Crack-Down On Homeopathic Products Pushed By  
EU Science Advisory Council
EILEEN FRANCIS  eileen.francis@informa.com

E uropean regulatory bodies should 
establish a “standardized, knowledge-
based” regulatory framework for ho-

meopathic products, which too often bear 
“implausible” scientific claims and present a 
risk to consumers under the current lax ap-
proach, says an umbrella organization of 29 
European scientific bodies.

The framework should cover product 
efficacy, safety and quality and advertis-
ing practices across the EU, similar to the 
standards that exist for other types of drug 
products, the European Academies Science 
Advisory Council (EASAC) recommends in a 
recent 12-page statement intended to “re-
inforce” recent criticism of the alternative 
medicines by member academies from all 
over the EU. These include the Royal Society 
in the UK, the Royal Swedish Academy of 
Sciences, the Royal Danish Academy of Sci-
ences and Letters and the German National 
Academy of Sciences Leopoldina.

Homeopathic medicine is rooted in the 
idea that a substance that causes symptoms 
of a disease in a healthy person can cure 
similar symptoms in a sick person. Formulas 
often are manufactured using a process of 
homeopathic dilution, in which a substance 

is repeatedly diluted in alcohol or distilled 
water to the point where often no molecule 
of the original substance remains but the 
substance is said to be “imprinted” in the 
formula, EASAC notes.

Homeopathic products account for 7% 
of the total EU market for nonprescription 
medical products, according to EASAC. 
Growing at a rate of 6% annually, homeo-
pathic products reached a value of more 
than €1bn ($1.17bn) in the EU in 2015, the 
council notes.

Claims supporting the alternative medi-
cine products often are “inconsistent” with 
established scientific concepts and “there are 
no known diseases for which there is robust, 
reproducible evidence that homeopathy is 
effective beyond the placebo effect,” it states.

The umbrella organization believes prod-
ucts without solid science should not be ap-
proved or registered by national regulatory 
agencies for the designation as a medicinal 
product. Further, EASAC says evidence-
based, public health systems should not 
reimburse homeopathic products and 
practices unless they are demonstrated to 
be efficacious and safe by rigorous testing 
standards that apply to other categories.

“There must be parity of assessment in 
medicine,” the council asserts.

CURRENT APPROACH BASES 
SAFETY ON DILUTION
In the EU, homeopathic products are regu-
lated under a directive that requires mem-
ber states to ensure formulas can be regis-
tered without proof of therapeutic efficacy, 
provided there is a significant degree of di-
lution from the original stock to guarantee 
safety of the product (at least 1 in 10,000). 
Other medicinal products must fulfil legal 
requirements for terms of quality, safety 
and efficacy, and must meet principles 
of good manufacturing, distribution and 
pharmacovigilance practices.

Further, unlike other product categories, 
homeopathic products are exempt from 
EU labeling regulations requiring listing all 
ingredients and quantities. Instead, labels 
must contain the scientific name of the stock 
material, followed by degree of dilution.

In response to the EU directive, Member 
States have introduced various regulatory 
schemes. However, there are two general 
procedures by which most states allow ho-
meopathic products to be registered:
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 • Simplified registration scheme – Manu-
facturers must submit data on the qual-
ity of the product and show it is diluted 
enough to guarantee safety, however, the 
scheme does not allow for indications.

 • National rules scheme – Manufacturers 
submit data on quality and safety to al-
low a claim for specific conditions (mi-
nor symptoms and conditions, which do 
not require the supervision of a doctor).

SAFETY, EFFICACY QUESTIONED 
ACROSS EU
Scientific academies and doctors’ groups 
have been sounding the alarm against 
homeopathic products in recent years. In 
2015, the Standing Committee of European 
Doctors expressed concern that the mostly 
unregulated status of the products in many 
EU member states may pose significant 
risks to patient health and safety.

The same year, the Royal Swedish Acad-
emy in 2015 released a statement critical of 
a report from the Swedish Medical Products 

Agency discussing incorporation of homeo-
pathic products into the country’s directive 
on medicinal products. The academy said 
there is no scientific evidence for clinical ef-
fects of the products and high dilution rules 
out effects by any known mechanisms.

In the UK, the homeopathic category is 
on the chopping block of England’s Nation-
al Health Service, which in August released 
a proposed list of “ineffective and danger-
ous” medicines that are cut from its budget. 
In addition to homeopathics, the agency 
identified traditional herbs and medicines 
and certain prescribed products, including 
fentanyl, an opioid pain medication, and 
erectile dysfunction drug tadalafil, that it 
says should no longer be prescribed by 
primary doctors in England. (Also see “NHS 
England Tackles Use Of ‘Ineffective And Dan-
gerous’ Medicines” - Pink Sheet, 14 Aug, 2017.)

NHS placed the identified categories in a 
draft national guidance for Clinical Commis-
sioning Groups on drugs that can be consid-
ered as low priority for NHS funding. Following 

a stakeholder meeting in June, the draft was 
published for comment for a three-month 
consultation period that closes Oct. 21.

RECS FOR EMA
EASAC says it is not pushing for the prohibi-
tion of homeopathic products. “We recog-
nize the fundamental importance of allow-
ing and supporting consumer choice. Rather, 
we aim to explore policy dimensions for en-
suring informed patient choice with the em-
phasis on ‘appropriately informed’ and for 
achieving a standardized knowledge-based, 
robust regulatory framework and sound ad-
vertising practices across the EU.”

The council made recommendations for 
policy makers in EU institutions and in Mem-
ber States, to its academy members, the sci-
entific and medical communities. The recom-
mendations should have implications for the 
European Medicines Agency, EASAC says.

In the US, homeopathic products are fac-
ing similar scrutiny.

In late 2016, the Federal Trade Commission 
published its Enforcement Policy Statement 
on Marketing Claims for OTC Homeopathic 
Drugs, stating it will hold efficacy and safety 
claims for the products – both in advertising 
and on labeling – to the same standard as 
other products making similar claims; mar-
keters must support health claims with com-
petent and reliable scientific evidence.

The policy statement also advises that 
the agency expects firms to add disclaim-
ers, including lengthy statements where 
needed, to products labeled with a treat-
ment indication. (Also see “OTC Homeopath-
ic Labels Must Include Scientific Disclaimers 
– FTC” - Pink Sheet, 15 Nov, 2016.)

The US market for homeopathic prod-
ucts was valued at more than $3bn in 2015, 
notes EASAC.

EASAC RECOMMENDS:

• “There should be a consistent regulatory requirement for claims for the 
efficacy, safety and quality of all medicinal products to be based on verifi-
able and objective evidence, commensurate with the claims being made. 
The necessity for robust data applies to products for both human and 
veterinary medicine. In the absence of robust and verifiable evidence, a 
product should not be approvable by national regulatory agencies for the 
designation medicinal product.”

• “Public health system budgets are under increasing pressure. Evidence-
based public health systems should not offer reimbursement for homeo-
pathic products and services unless they are demonstrated to be effica-
cious and safe by rigorous testing.”

• “The composition of homeopathic products should be labelled in a similar 
way to other health products available in the pharmacy (OTC) or else-
where. That is, the current exceptional labeling permitted for homeopathic 
products should be replaced by a simple description of the ingredients 
and their amounts present in the formulation.”

• “Advertising and marketing of homeopathic products and services 
must be regulated to be accurate and clear: advertising claims made for 
efficacy and safety should not be allowed without demonstrable and 
reproducible evidence.”
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P&G’s China E-Commerce Sales Point In Direction Of 
Future Growth
EILEEN FRANCIS  eileen.francis@informa.com

C hina’s bourgeoning e-commerce 
helped drive 7% sales growth there 
for Procter & Gamble Co.’s Crest, 

Oral-B and other oral care brands in its lat-
est quarter, reflecting the firm’s growing re-
liance on digital platforms for growth across 
its product categories.

Jasmine Xu, P&G’s vice president for great-
er China e-business and branding, said dur-
ing P&G’s fiscal 2018 first-quarter earnings 
briefing on Oct. 20 from its office in Guangjo, 
China, that its e-commerce sales there in all 
consumer health categories grew more than 
60% in the July-September period. P&G’s 
online business in China generates sales of 
about $1bn a year, the firm has stated.

Seven of 10 product categories or subcat-
egories held or grew online market share dur-
ing the quarter, Xu said, with premium items, 
including electric toothbrushes and hair and 
skin care brands, performing particularly well.

In a same-day release, P&G reported its 
global oral care organic sales grew by low single 
digits behind product innovation on power 
toothbrushes and toothpastes and increased 
marketing support. Oral care helped boost 
overall health care organic sales growth 1% dur-
ing the period. Net sales for health care grew 2% 
to $1.9bn in the quarter, P&G reported.

However, sales of “personal health” brands 
including OTC drugs Vicks vapor rub, Pepto 
Bismol upset stomach remedy and Prilosec 
OTC frequent heartburn treatment decreased 
by low single digits to slow the health care 
segment’s growth. The firm said the cate-
gory showed lower volume sales “primarily” 
caused by lower levels of product innovation 
compared to the year-ago quarter. 

Beauty product were P&G’s star segment 
in the quarter, growing 5% to $3.14bn, 
though grooming product sales declined 
5% to $1.58bn; fabric and home care ad-
vanced 2% to $5.38bn.

DIGITAL INVESTING FOR  
REAL SALES
In September, Cincinnati-based P&G an-
nounced a $100m investment in a China 
project to integrate digital technology re-

search and innovation and grow sales. Xu 
said it is employing digitized media tracking 
to measure purchases and is building data 
analytics that enable targeted and measur-
able marketing. The firm also partnered with 
Alibaba Group and other digital media play-
ers to better understand consumer insights 
and shopping behavior in the region.

“We work with e-commerce players to lever-
age big data to reach relevant shoppers when 
they’re ready to buy,” she said, adding the com-
pany targets millennials in unique ways.

For example, it offers Oral-B power tooth-
brushes with consumers’ names and horo-
scope signs printed on handles. The firm also 
connects consumers “to chat with their favor-
ite brand ambassadors” through launched vir-
tual and augmented reality programs, Xu said.

Johnson & Johnson also targets connecting 
with consumers by appealing to local tastes 
with support from locally relevant messages 
as it continues a global marketing push in con-
sumer health and personal care. (Also see “J&J 

Consumer Health Brands Deliver Local Connec-
tions In Startup Style” - Pink Sheet, 7 Sep, 2017.)

P&G’s online sales in North America and 
Europe also are strong, each region gener-
ating about $1bn a year.

During P&G’s previous earnings briefing in 
September, President and CEO David Taylor 
said its US e-commerce sales are “significant-
ly” outpacing offline sales, with 30% growth 
for the year. In the US, the firm sells its Crest 
oral care products and other consumer health 
brands online through its P&G Shop and 
branded websites sales through third-party 
online retailers. (Also see “Legacy Consumer 
Health Firms Invest To Compete In Start-Ups’ 
Realm: E-Commerce” - Pink Sheet, 12 Sep, 2017.)

The firm’s global net sales inched up 1% 
to $16.65bn, lower than analyst expecta-
tions of $16.69bn. Net income attributable 
to P&G rose 5% to $2.85bn, or $1.06 per 
share. Chief Financial Officer Jon Moeller 
said P&G is maintaining its 2%-3% core 
sales target for the year.

POST-PELTZ PROXY PLAN

P&G is under pressure to improve its performance following its proxy fight with 
activist investor Nelson Peltz. In an Oct. 10 vote, the firm’s slate of candidates nar-
rowly outpolled Peltz in his bid for a seat on board. (Also see “P&G Counts Board 
Vote Win As Peltz Claims ‘Change’ Message Delivered” - Pink Sheet, 10 Oct, 2017.)

Peltz, whose hedge fund company Trian Fund Management LP owns $3.5bn 
in the firm’s stock, wants to transform the firm’s structure from 10 global 
business units to three autonomous units.

CFO Jon Moeller declined to address the firm’s relationship with Peltz or any 
impact he may have, but Moeller suggested the proxy fight provide impor-
tant insight from institutional investors.

“It’s been a great opportunity to engage with investors, both at the man-
agement level and the board level. Clearly, what’s been driven home to 
me is the passion that or investors have, both large and small and that’s a 
great asset and their interest in the company and their ideas relative to its 
success are also an incredible asset,” he said.
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Nicorette, Tylenol Ease J&J’s Consumer Pain From Slow 
Oral Care Sales
EILEEN FRANCIS  eileen.francis@informa.com

N icorette smoking cessation and Ty-
lenol analgesic OTC drugs helped 
drive 6.3% worldwide growth for 

Johnson & Johnson’s consumer health 
business in the third quarter, buoying the 
unit as its oral care lines struggled against 
firms selling direct to consumers online. 

Total OTC drug sales were slightly more 
than $1bn, helped by a 1.9% gain from cur-
rency exchange. US revenues, unaffected 
by exchange rates, grew 3.9% to $401m 
and the international business was up 4.7%, 
including a 3.2% currency boost, to $601m 
for the July-September period, the firm re-
ported in an Oct. 17 earnings release.

J&J’s Nicorette nicotine replacement 
therapy brand had strong sales of its patch, 
gum, spray and lozenge products after the 
firm launched a digital app that promotes 
community support to help consumers 
quit smoking.

The UK download webpage says the 
“Nicorette Stop Smoking App combines 
the latest behavioral change science with 
over 40 years’ worth of quit smoking exper-
tise” and tracks users’ “progress as it hap-
pens through personalized weekly goals 
and milestones,” including the amount of 
time without smoking and money saved in 
that period.

The app is designed for users to “build 
new healthy habits and break the cycle of 
addiction” by understanding cravings, iden-
tifying smoking triggers and when neces-
sary receiving “personalized distractions, 
to keep you occupied and smoke-free,” the 
download page says.

J&J during the quarter also won a Cannes 
Film Festival-related award for an ad cam-
paign it ran for Nicorette in the UK in 2016. 
(Also see “Colgate Boosts Digital Marketing 
20% To Engage With Consumers” - Pink Sheet, 
12 Sep, 2017.)

The firm said Tylenol Rapid Release for-
mulations were a key OTC drug sales driver.

The brand’s adult and children’s products 
continue to gain market share since the 
company remediated three manufacturing 
sites under a 2011 consent decree with FDA 

due to good manufacturing practices prob-
lems, the firm said. J&J pulled numerous OTC 
products from the market and relied on con-
tract manufacturers to make some of those 
products while remediating its sites, a pe-

riod in which it lost significant market share 
across OTC categories, particularly to private 
label and store brand products. (Also see “J&J/
McNeil Completes Remediation Under Consent 
Decree” - Pink Sheet, 7 Sep, 2015.)

OTC drug and beauty products drove 
1.6% growth in total third-quarter sales for 
J&J’s consumer business to $3.36bn. US sales 
were flat, off 0.5% to $1.29bn, while the in-
ternational division grew 3% to $2.07bn.

However, sales of J&J’s Listerine, Rem-
brandt and other oral care brands are 
slumping in the face of growing competi-
tion online. Oral care sales fell 1.3% in the 
US to $154m and declined 1.4% interna-
tionally to $228m; worldwide, sales slipped 
1.3% to $382m. 

Pharmaceutical sales growth of 14.6% to 
$9.7bn drove total sales for the company 
up 10.3% to $19.7bn in the quarter, though 
higher spending drove net earnings down 
11.9% to $3.8bn, the firm said. (Also see 
“J&J Immunology Growth Now Hinges On 
Stelara, Tremfya After RA Setback” - Pink 
Sheet, 17 Oct, 2017.)

HURRICANE RESPONSE HELPS

Leerink analyst Danielle Antalffy noted in a report that J&J’s consumer health 
division performed “surprisingly well” considering manufacturing disruptions 
caused by hurricanes Irma and Maria striking Puerto Rico during the quarter.

During the earnings briefing, Chief Financial Officer Dominic Caruso said 
the firm has six manufacturing sites on Puerto Rico, where much of the 
island remains without power, water and other services after being hit by 
Hurricane Maria on Sept. 20, five days after Irma hit the US commonwealth. 
“Considering the magnitude of the storm, our facilities fared well. All of our 
sites are open with reliable generator power, operating in various stages of 
capacity,” Caruso said.

“While we cannot rule out the potential for intermittent shortages of certain 
product formats, many of our products have dual production sites and 
backup supply outside of Puerto Rico to help beat demand. Based on what 
we know today, we do not foresee any material impact of future results.”

The Nicorette nicotine-replacement therapy 
line was a key driver for J&J’s third-quarter 

OTC drug sales.
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The firm increased its 2017 earnings per 
share guidance to $7.25-$7.30 from a previ-
ous midpoint of $7.17, and its sales guid-
ance to $76.1bn-$76.5bn, from a previous 
midpoint of $75.95bn.

‘FUNDAMENTAL SHIFT’ IN  
CPG SALES
Reminded by an analyst during J&J’s same-
day earnings briefing that “there are lot of 
strategic questions investors have about 
the impact of Amazon on the broader con-
sumer business, the impact of millennials 
on brands,” Mesquita acknowledged that 
sales growth more and more will be driven 
by e-commerce across consumer packaged 
goods categories.

“There’s no doubt that the broader CPG 
industry is seeing a change in the competi-
tive landscape, and there is a fundamental 
shift here enabled by digital technologies, 
and we see the rise of a lot of small compa-
nies that are now competing with the large 
established companies in this field,” the 
consumer division chief said.

J&J isn’t behind the curve, though, he 
added, and major operational changes 
should help it stave off online competition 
and improve oral care and other consumer 
health category sales.

“In particular, we have to drive acceler-
ated growth on the online channel, and 
we’re doing just that. We are growing, we 
estimate at this point, at twice the rate 
of the broader online channel with our 
e-commerce capabilities. We are invest-
ing very heavily in leadership, in systems 

in capabilities in general, in sales fun-
damentals online so that we drive our 
share of e-commerce to match our offline 
share,” he said.

In an investor conference presentation 
in September, Mesquita said the firm will 
increase its online investments eightfold 
over the next two years. (Also see “Legacy 
Consumer Health Firms Invest To Compete In 
Start-Ups’ Realm: E-Commerce” - Pink Sheet, 
12 Sep, 2017.)

The emerging online, direct-to-consum-
er firms include Hello Products LLC with 
toothpastes free of synthetic ingredients 
and Brandless Inc., a recently launched 
online platform with off-brand tooth-
pastes, soaps, feminine hygiene and other 
products at $3 each. (Also see “Legacy Con-
sumer Health Firms Invest To Compete In 
Start-Ups’ Realm: E-Commerce” - Pink Sheet, 
12 Sep, 2017.)

An analyst also prodded Mesquita on 
whether J&J would pick up any brands 
potentially made available by Pfizer Inc., 
which announced Oct. 10 it is considering 
a potential sale of its consumer business. 
J&J is considered by some analysts as a top 
candidate for purchasing divested Pfizer 
brands. (Also see “Pfizer Déjà Vu: Is It Time To 
Sell The Consumer Health Business?” - Pink 
Sheet, 10 Oct, 2017.)

J&J’s decisions on acquisitions swing on 
“value creation” Mesquita said. “That’s the 
overriding criteria that we use to establish 
whether or not we have an interest in a par-
ticular asset. So as assets become available, 
we systemically evaluate them.”

‘BRANDING POWER’ SLIPPING?
Sales for the baby care segment, which 
includes Johnson’s shampoos and body 
washes, also were hit by direct-to-consum-
er competition during the quarter. US sales 
plummeted 15.3% to $100m, international 
markets were flat at $377m and the seg-
ment worldwide fell 3.6% to $477m. 

Still, Mesquita said J&J remains the mar-
ket leader in the space and will continue 
to work on relaunching its baby care lines 
in 2018.

It reformulated Johnson’s baby products 
in 2012 to remove formaldehyde releaser 
preservatives and minimize 1,4 dioxane in 
response to consumer demand. (Also see 
“J&J To Phase Out Quaternium-15 In Baby 
Shampoo In Response To Demand” - Pink 
Sheet, 7 Nov, 2011.)

Morningstar Equity Research doesn’t 
expect J&J’s baby and oral care lines to re-
turn quickly as revenue drivers for the firm. 
“Weakness in consumer,” is contributing to 
“some weakening of the company’s moat” 
against overall earnings downturns, “espe-
cially in branding power for the baby and 
oral care lines,” said Damian Conover, Morn-
ingstar’s sector director, in a same-day note.

Conover added that other than consumer 
and medical device segments, its “lines are 
performing well and we still view the com-
pany’s wide moat as intact.”

Growth on the consumer side is “stagnat-
ing” with increased pressure from online dis-
tribution, but he said he expects increased 
investment in brands will help the segment 
to achieve 3% annual growth by 2018.

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

from insiders and thought leaders across the globe – giving 
regulatory professionals an objective view of how to anticipate 

challenges, minimize risks, and maximize opportunities.
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Perrigo’s Next Private Label First Lands With Second 
Thoughts On Outlook
MALCOLM SPICER  malcolm.spicer@informa.com

P errigo Co. PLC is optimistic that its 
newly launched private label version 
of Nexium 24HR OTC heartburn treat-

ment will provide a needed boost to its core 
business of OTC private label products. It’s 
both the first-to-market OTC generic version 
of the product and builds on much higher 
brand sales than other previous private label 
launches of proton pump inhibitors.

Esomeprazole magnesium 20 mg delayed-
release capsules, indicated to treat frequent 
heartburn, is now available to US retailers, Per-
rigo said on Sept. 27. It’s the fourth and final 
nonprescription proton pump inhibitor (PPI) 
category currently available to go generic.

According to FDA’s Orange Book, Perrigo 
in August received FDA approval for the 
first abbreviated new drug application for a 
formulation that copies Nexium 24HR, mar-
keted by Pfizer Inc. on license from innova-
tor AstraZeneca PLC. It also settled patent 
infringement litigation with AstraZeneca 
before proceeding with the launch.

FDA’s database shows that an ANDA from 
Indian firm Aurobindo Pharma Ltd. for a 
20 mg OTC version has received tentative 
approval. No further information is avail-
able on when that approval will be final and 
when Aurobindo, which makes generics of 
Rx Nexium 20 mg and 40 mg, will be cleared 
to make its version available.

Perrigo markets the only generic of Prilo-
sec OTC (omeprazole 20mg), which Procter & 
Gamble Co. launched in 2004 as the first PPI 
available nonprescription under license from 
AstraZeneca. Perrigo’s product launched in 
2008 and it launched the only copy available 
of delayed-release Prilosec OTC in 2015.

It has competition for generics of the two 
other OTC PPI formulations, Zegerid OTC 
(omeprazole 20 mg and sodium bicarbon-
ate 1g) marketed by Bayer AG and Glaxo-
SmithKline Consumer Healthcare LP’s Pre-
vacid 24HR (lansoprazole 15mg). 

Reaching market first with a Nexium 24HR 
private label should boost the private label 
market leader’s revenues more substantially 
than its previous OTC PPI offerings. It says 
Nexium OTC sales for the past 12 months 

exceeded in $300m. In contrast, when it 
launched its most recent previous OTC PPI, 
a copy of Zegerid OTC in July 2016, Perrigo 
said the brand’s sales for the previous 12 
months were $27m. (Also see “Private Label 
Competition For Zegerid OTC Sets Sail With 
Perrigo Launch” - Pink Sheet, 18 Jul, 2016.)

“This first-to-market launch for the store 
brand marketplace is another example of 

the tremendous capabilities of our leading 
store brand OTC platform,” said Jeff Need-
ham, Consumer Healthcare Americas presi-
dent, in Perrigo’s release.

Pfizer launched Nexium 24HR in 2014 
with three-year market exclusivity due to 
clinical data required in the switch NDA, the 
last of the Rx PPI brands to become avail-
able OTC. (Also see “OTC Nexium 24HR Rides 
Blockbuster History Into Full Field Of Competi-
tors” - Pink Sheet, 9 May, 2014.)

The number of generic formulations of 
other OTC switches also is increasing as 
Innovus Pharmaceuticals Inc. enters the 
fluticasone metered spray category. 

LOOK EX-US FOR  
PRIVATE LABEL BOOST
Analysts are looking for Perrigo to do more 
than achieve a successful launch of private 
label esomeprazole magnesium 20 mg de-
layed-release capsules.

In August, Perrigo reported a $70m loss 
overall for the second quarter, down from 
a $534m loss in the year-ago period, on 
an 8% dip in net sales to $1.2bn. Net sales 
for its Americas consumer health business, 
including Canada, Mexico and Central and 
South America as well as the US, were off 
4% at $605m and were off 9% at $377m for 
its international business, which includes 
brand name products in addition to store 
brand OTC drugs and nutritionals market-
ed in Europe. (Also see “Perrigo’s Outgoing 
CEO Advocates OTC Switches, Starting With 
Statins” - Pink Sheet, 11 Aug, 2017.)

Since then, speculation about e-com-
merce giant Amazon potentially launch-
ing OTC drugs under its Amazon Elements 
brand and turning to Perrigo as its manu-
facturer spurred investors’ confidence in the 
Dublin-based firm. Its share price made its 
biggest jump in more than a year, though 
the price remains well below the level it 
reached two years ago. (Also see “Perrigo 
Positioned To Prosper From Potential Amazon 
OTC Product Play” - Pink Sheet, 20 Sep, 2017.)

The initial enthusiasm might not bear re-
sults for Perrigo’s earnings, though.

Perrigo’s first-to-market private label 
esomeprazole magnesium 20 mg  
delayed-release capsules became  
available at US retailers Sept. 27.

Sales of Perrigo’s GoodSense brand All Day 
Allergy and other OTCs on Amazon could be 
undercut by potential Amazon Elements OTC 

brand products Perrigo also likely would make.
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Morgan Stanley & Co. LLC analysts, in a re-
search note posted Sept. 28, said a potential 
deal with Amazon is “more hype than incre-
mental sales” for Perrigo.

Analysts led by David Risinger said Per-
rigo likely would lose some revenues from 
sales its current customers’ conventional 
retail stores to an Amazon OTC drug brand. 
Perrigo’s GoodSense brand OTCs already sell 
on Amazon, but that’s a benefit probably 
with a limited shelf-life, the Morgan Stanley 
analysts say. Rather than look to a potential 
Amazon brand for a sales boost or to its cur-
rent US customers, Perrigo should work on 
growing sales in other markets.

“Although Perrigo is well-positioned to 
supply product for sale under an Amazon 
brand, we think Amazon brand growth 
would likely cannibalize GoodSense. The 
biggest incremental sales opportunity is 

in countries in which Perrigo has a limited 
presence, in our view,” the analysts say.

While Perrigo’s current private-label market 
share of 65% to 70% is concentrated in three 
countries with large retail chains, Canada, the 
US and the UK, e-commerce sales “in other 
countries where Perrigo has little or no private 
label sales represent new revenue opportuni-
ties,” according to the Morgan Stanley note.

Emphasizing private label sales outside the 
US would be a change for Perrigo, as would 
generating consumer health revenue growth 
from the markets. It invested in European OTC 
drug and nutritionals businesses and brands 
during 2015 as part of its defense against 
Mylan NV’s hostile takeover bid, but while 
Perrigo’s shareholders rejected the tender, its 
European investment has yet to yield gains.

Perrigo’s earnings also are slowed by its Rx 
generic specialty topical products business, 

which an activist investor who has formed 
a five-seat bloc on its 10-member board is 
pushing the firm to divest. It already has sold 
its royalty stream in multiple sclerosis drug 
Tysabri (natalizumab) and its active pharma-
ceutical ingredient business in Israel and re-
duced its non-production workforce by 14%, 
or 750 positions under pressure from Star-
board Value LP CEO Jeffrey Smith. (Also see 
“Perrigo Makes Its Rx Generics Business Look 
Right At Home” - Pink Sheet, 10 Aug, 2017.)

Its private label OTC drug business is 
not Perrigo’s only revenue driver, though. 
Its infant formula and adult nutritionals 
business also generates a strong margin, 
particularly since Perrigo sold the rest of 
this nutritional products business in June 
2016. (Also see “Perrigo Out From Under 
VMS Weight As IVC Lifts Private Label Profile” 
- Pink Sheet, 21 Jun, 2016.)

OTCS LAUNCHED ON FLUTICASONE ANDAS, LIDOCAINE IN MONOGRAPH

INNOVUS ENTERING OTC FLUTICASONE  
MARKET IN NOVEMBER

Innovus Pharmaceuticals Inc. plans in November to roll out its 

“flagship” OTC intranasal corticosteroid spray for allergy symp-

tom relief, FlutiCare (fluticasone propionate/0.05 mg per spray), 

the same formulation as GlaxoSmithKline Consumer Healthcare 

LP’s FlonaseAllergy Relief. 

The San Diego company on Sept. 27 said the product, made for In-

novus by West-Ward Pharmaceuticals Inc. under an abbreviated 

new drug application FDA approved in May 2016, is indicated to 

temporarily relieve symptoms of hay fever or other upper respira-

tory 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 subsidiary 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 flu-

ticasone. (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 supple-

ment. Although the products are sold together but not 

physically packaged together, Innovus’ offering could face 

compliance issues should FDA implement a proposed rule 

that deems dietary supplements unapproved 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 topical pharmaceuticals, is prepar-

ing to roll out its TSW Topicals line of OTC pain relief products 

using monograph ingredient lidocaine as a numbing agent 

and containing organic menthol, curcumin, ginger and cap-

saicin 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 analgesic monograph requirements and expects to 

make the product available in the US before the end of the year.

It also announced a trial run for its Clinical Strength Peptide 

Serum for scar and skin repair; it is sending the product to 

consumers who register on its website.  
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Making OTC Topical Drugs In Kitchen 
Stirs Up Problems For Oregon Firm
MALCOLM SPICER  malcolm.spicer@informa.com

M aking lidocaine-containing OTC 
topical anesthetics in a kitchen 
is just one problem FDA found 

at a Salem, Ore., firm, according to a recent 
warning letter that lists numerous current 
manufacturing practices violations.

The Oct. 13 letter from the Los Angeles 
District of FDA’s Office of Regulatory Affairs 
also states that the agency expects Ridge 
Properties LLC, which does business as 
Pain Relief Naturally, will recall products 
noted as noncompliant and that it will hire 
a consultant to become compliant.

“Concerning the drugs that you have dis-
tributed, your written response to this letter 
should specify actions you will take, such as 
notifying customers and recalling products,” 
ORA stated in the letter published Oct. 25.

The letter explains that Pain Relief Naturally 
markets misbranded and unapproved new 
drugs due to the indications stated on product 
labels. Formulations and labeling for lotions 
and sprays marketed under the firm’s Natural-
ly Healthy Living brand and indicated for treat-
ing hemorrhoids and bed sores and to numb 
skin before a tattoo is applied are not compli-
ant with FDA’s OTC monograph for external 
analgesic drug products and other agency 
rules for the product category, ORA said.

Among the GMP problems ORA found at 
Pain Relief Naturally was failing to have sepa-
rate areas within its kitchen to prevent con-
tamination or mix-ups during production.

“Your firm manufactures drug products 
in a kitchen,” and mixes ingredients with 
utensils and cookware including a steel pot, 
blender and kitchen spatula, ORA stated.

Its investigator found conditions and prac-
tices at Pain Relief Naturally that increase the 
risk of drug products containing harmful and 
insanitary contaminants. “For example, you 
had a window open to the outside for ven-
tilation during production. You also stored 
cleaning equipment near formulation ingre-
dients without adequate controls to prevent 
contamination,” according to the letter.

The manufacturer and marketer’s failure 
to test each batch of products for confor-
mance to final specifications, including 

identity and strength of each active ingre-
dient, also prompted ORA’s admonishment 
The letter noted that Pain Relief Naturally’s 
CEO advised ORA’s inspector that the busi-
ness does not test any topical analgesic 
drug products it manufactures (see table 
below for other GMP problems ORA reported).

The company did not respond to a re-
quest for comment on the warning letter.

NEW USE FOR LIDOCAINE
The company’s “Extra Strength Naturally HL 
Hemorrhoid Numbing With Lidocaine” cream 
is labeled as “temporarily relieves pain” and is 
described on the Naturally HL brand’s web-
site with claims including “provides the Legal 
Maximum Of Over The Counter Lidocaine 
Numbing Treatment for Hemorrhoids.”

However, lidocaine is not an approved 
ingredient in FDA’s final rule for anorectal 
drug products and the indication also is 
violative. “Furthermore, we are not aware 
of sufficient evidence to show the product 
as formulated and labeled is generally rec-
ognized as safe and effective,” rendering it a 
new drug, the letter explains.

Similarly, Pain Relief Naturally’s “Ex-
tra Strength Naturally HL Bed Sore Relief 

Cream With Added Lidocaine” and “Extra 
Strength PreTAT Gel With Added Lidocaine” 
are noncompliant with FDA’s tentative final 
monograph for OTC external analgesics due 
to their formulations and indications; those 
problems also make the products unap-
proved new drugs under FDA regulations.

While Naturally HL Bed Sore Relief Cream 
is labeled with the indication “temporar-
ily relieves pain,” the labeled indication for 
Extra Strength PreTAT Gel is “temporarily 
relieves pain during tattoos.” The brand’s 
website includes this for the gel: “Fast Act-
ing Tattoo Numbing Power – The Deep Pen-
etrating Numbing & Healing Blend That Kills 
The Many Types Of Tattoo Pain.”

ORA explained in the letter that distri-
bution of products compliant with the ex-

NATURAL BUT UNKNOWN?

Pain Relief Naturally’s Natural HL products also are labeled with the ingredi-
ent “NatureCaine.” The labels do not state its formulation, but say it is “An Un-
rivaled Special Blend Of Nature’s Strongest Anorectal numbing and healing 
treatments Naturally HL provides the Legal Maximum Of Over The Counter 
Lidocaine Numbing Treatment For Hemorrhoids.”

FDA’s warning letter does not explicitly question the makeup of NatureCaine. 
Instead, ORA noted that the brand’s website includes a claim that the ingredient 
propolis is an “unrivaled organic healing agent … a must have for any recovery.”

While Natural HL product labels do not list propolis as an active ingredient 
the website claim for it “demonstrates that this is an ‘active ingredient’ as 
defined” by FDA regulations, which do not recognize propolis as an active 
ingredient in the anorectal drug final rule, ORA stated.

FDA warned Pain Relief Naturally about 
violative claims including “provides the Legal 

Maximum Of Over The Counter Lidocaine” 
for is “Extra Strength Naturally HL 

Hemorrhoid Numbing With Lidocaine.”
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ternal analgesics TFM is allowed, although 
those products would be subject to refor-
mulation or relabeling requirements if the 
TFM is changed when finalized. “However, 
[the Naturally HL] products are not labeled 
or formulated in accordance with the TFM.”

The products’ noncompliance with FDA 
regulations also cause them to be misbrand-
ed, including failing to bear the name and 
place of business of the manufacturer, pack-
er or distributor on labels and to disclose a 
domestic address or telephone number for 
reporting adverse events to the firm.

Additionally, the labeling does not com-
ply with nonprescription drugs labeling 
requirements including not stating “For 
external use only” and “Keep out of reach 
of children” warning statements in bold 
type and omitting the accidental overdose 
warning statement “If swallowed, get medi-
cal help or contact a Poison Control Center 
right away,” according to the letter.

GMP OMISSIONS ADD UP

FDA’s Office of Regulatory Affairs says Pain Relief Naturally failed to:

• establish and follow written procedures describing the handling of all 
written and oral complaints regarding a drug product;

• establish an adequate quality control unit with applicable procedures and 
the responsibility and authority to approve or reject all components, drug 
product containers, closures, in-process materials, packaging materials, 
labeling and drug products;

• prepare batch production and control records with complete information re-
lating to the production and control of each batch of drug product produced;

• establish adequate written procedures for production and process control 
designed to assure that the drug products it manufactures have the identity, 
strength, quality, and purity they purport or are represented to possess.

Pink Sheet delivers analysis, and commentary 
focused on regulatory implications, including 

high value perspectives from insiders and 
thought leaders across the globe – giving 

regulatory professionals an objective view of 
how to anticipate challenges, minimize risks, 

and maximize opportunities.
pink.pharmaintelligence.informa.com
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