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P&G Could Lean Toward OTC Brand 
Sales With Activist Investor Influence
EILEEN FRANCIS  eileen.francis@informa.com

S peculation is growing that Procter & 
Gamble Co., now that activist investor 
Trian Fund Management has a stake, 

will break up, divest more brands or arrange 
asset swaps with competitors, notably in the 
OTC drug and beauty product sectors. 

Analysts have buzzed about P&G’s pros-
pects since Trian, a firm known to invest in 
large consumer companies before pressur-
ing them to split up, in February purchased 
a $3.5bn stake in P&G, 1.5% shares of out-
standing shares. A Securities and Exchange 
Commission filing in May indicates the 
New York investment firm, which has about 
$14bn in assets under management, owns 
just under 37m P&G shares.

Following Trian’s purchase of P&G shares, 
Deutsche Bank analyst Bill Schmitz said in a 
research note that he expected Trian to re-
lease a white paper on an investment case 
for P&G, including a consideration of the 
benefits of splitting up the company, ex-
ploration of merger and acquisition options 
and productivity and other cost savings op-
portunities.

Trian has not disclosed an investment 
case for P&G and analysts had taken the po-
sition in recent months that it may not plan 
to sway P&G toward big moves.

That expectation changed, however, 
when P&G CEO David Taylor told a media 
outlet on June 5 that the firm is in “ongo-
ing constructive, active” talks with Trian on 
the future of its brands and that it is open 
to taking ideas from the hedge fund about 
how to improve its business.

“We owe it to investors to be open. We’ll 
consider anything that makes sense,” Taylor 
said on CNBC.

In a June 6 report, Renaissance Macro Re-
search LLC analyst April Scee said Taylor’s 
statement “is contrary to the seemingly con-
sensus view that Trian is ‘along for the ride.’”

Scee said with the “size of Trian’s invest-
ment and historical precedent,” Renaissance 
Macro analysts “think Trian could push for 
more and faster” change at P&G. The hedge 
fund could suggest further divestitures, spi-
noffs or asset swaps in the beauty care and 
OTC drug categories; accelerating cuts in 

cost of goods sold; and higher shareholder 
returns, she wrote.

She added mergers and acquisitions 
could be an “interesting angle” for P&G. The 
global household, beauty, personal and 
health care product marketer “says scale 
helps, but we think certain businesses still 
need to exit and Trian may feel the same,” 
she said.

P&G’s “OTC brands are non-core (in our 
view) and likely have multiple bidders will-
ing to pay a healthy multiple” on the prod-
ucts’ annual revenues, Scee added.

STREAMLINING FOR STRENGTH
P&G recently completed a massive stream-
lining effort launched in 2014, shedding or 
restructuring more than half of its brands 
globally to focus on 10 core categories. 
(Also see “P&G Portfolio Rationalization 
Brushes Off 20% Of Oral Care SKUs” - Rose 
Sheet, 1 Mar, 2017.)

Additionally, the firm announced in Feb-
ruary a $10bn cost-cutting initiative to be 
completed in five years, including market-
ing and supply chain expenditures in North 
America. (Also see “P&G CEO Pledges Driving 
Top-Line Growth With Consumer-Centric Fo-
cus” - Rose Sheet, 22 Feb, 2016.)

Its remaining OTC drug brands include 
PeptoBismol (bismuth subsalicylate) upset 
stomach medicine, Prilosec OTC (omepra-
zole magnesium) recurring heartburn treat-
ment and the Crest oral care brand. The firm 
also markets Metamucil daily fiber supple-
mentsand Align probiotics. 

In its streamlining, the firm sold some 
beauty and personal care brands – includ-
ing brands Clairol and Cover Girl – to Coty 
for $12.5bn. (Also see “Coty Wraps P&G Merg-
er, Projects Return To Growth In FY 2017 Back 
Half” - Rose Sheet, 3 Oct, 2016.)

Chief Financial Officer Jon Moeller didn’t 
mention Trian’s potential influence or po-
tential changes during a June 15 presenta-
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CONTINUED FROM COVER

tion at the Deutsche Bank Global Consumer 
Conference in Paris, but discussed the 
streamlining progress.

Moeller said the initiative launched dur-
ing former CEO A.J. Laffley’s second stint at 
the helm has included divesting, discon-
tinuing or consolidating 105 brands that 
represented about 14% of P&G’s fiscal 2013 
sales but only about 6% of its profit.

“Between portfolio focus and produc-
tivity improvements, we’ve significantly 
strengthened our growth hand for the long 
term,” he said.

Although Scee suggests consumer 
health care products could be considered 
for divestment, the segment was P&G’s 
only bright spot in the January-March 
quarter, up 4% from the prior-year period 
to $1.84bn. (Also see “P&G Announces ‘Irre-
sistible Superiority’ Strategy To Win In Global 
Slump” - Rose Sheet, 6 May, 2017.)

Scee said P&G may consider a product 
swap rather than outright sale of brands to 
avoid tax implications. She stated an exam-
ple of Johnson & Johnson’s combined oral 

care and feminine care business, valued at 
around $2.6bn, for P&G’s roughly $2.3bn 
OTC business.

“While the two might struggle to agree 
on valuation (how much cash would 
change hands and in which direction), both 
would strengthen an important core biz. An 
activist such as Trian could help push for 
such an outcome.”

Scee added that other potential asset-
swap candidates could include Glaxo-
SmithKline PLC and Reckitt Benckiser 
Group PLC.

SPLITTING FOR NAUGHT
While some analysts are excited at the pros-
pect of further brand divestments or even a 
break-up of P&G, at least one – Schmitz – is 
doubtful that a shake-up from an activist in-
vestor will help.

In his February report, Schmitz said many 
investors would prefer “smaller, more nimble 
and accountable bite-sizes pieces, which 
would seem logical on paper,” but a P&G split 
would not produce those results, he said.

“Three $20bn+ sales businesses are no 
more agile than one $70bn business and 
given the shared services infrastructure and 
other global functions, the dis-synergies as-
sociated from any split would far surpass 
any benefit,” he said.

Trian’s move reminds Schmitz of activist in-
vestor Bill Ackman’s acquisition of a 1% stake 
in P&G in 2012. Ackman had a view to influ-
ence the company’s turnaround efforts, and 
was ultimately credited with the company’s 
removal of former CEO Bob McDonald be-
fore selling his stake in 2014. (Also see “P&G 
Looks To “Transform” Categories, But Ackman 
Presses For Results” - Pink Sheet, 20 May, 2013.)

“After Ackman’s original involvement 
with P&G in July 2012, the company has 
largely been its own activist, at least on the 
cost front, to keep him and others at bay,” 
Schmitz wrote.

However, since Ackman’s gambit P&G’s 
organic growth has been poor. “Growth 
challenges require a lot more than celebrity 
board members and more aggressive cost 
savings,” Schmitz said.  

Oral Contraceptive Switch Advocates Reject User Age  
As Approval Factor
MALCOLM SPICER  malcolm.spicer@informa.com

A n application to allow OTC access 
to an oral contraceptive soon could 
reach FDA. Proponents already are 

pushing for its review to be based solely 
on a safety and efficacy analysis that leaves 
customer age out of the equation.

Groups such as the Oral Contraceptives 
Over-the-Counter Working Group want to 
make sure that age, the controversial ele-
ment in FDA’s decision on nonprescription 
sales of emergency contraceptives, does 
not resurface, even though a court ruling 
forced FDA to remove age restrictions from 
the emergency products.

Ibis Reproductive Health and HRA Phar-
ma SA are close to submitting to FDA the 
results of work they began in December to 
prepare an application for an oral contracep-
tive switch, according to researchers with 
knowledge of the partnership’s progress.

Ibis, a women’s health and reproductive 
rights advocacy group, says OTC sales are 
needed not only for convenient, lower-cost 
access to safe and effective drugs but also 
because insurance coverage for prescrip-
tion products might be diminished. Propos-
als by President Trump and Republicans in 
Congress to repeal the Affordable Care Act 
and replace it with a new law would delete 
ACA’s requirement that most insurance 
plans cover FDA-approved contraception, 
without copayments. Expanded exemp-
tions to that requirement were already 
made by the US Supreme Court’s “Hobby 
Lobby” decision, saying that certain kinds 
of employers cannot be required to provide 
contraceptive coverage that offends their 
religious beliefs. (Also see “HHS Plan To Ex-
empt Employers From Birth-Control Mandate 
Threatens IUD Sales” - Scrip, 6 Jun, 2017.)

“Given the many attacks on women’s 
health and rights at the federal level, it is 
even more critical that we take proactive 
measures to expand contraceptive access,” 
said Britt Wahlin, Cambridge, Mass.-based 
Ibis’ vice president for development and 
public affairs.

In an email, Wahlin said Ibis and HRA’s work 
“is moving ahead as planned,” but declined 
to estimate when the partnership would file 
an NDA or whether representatives have had 
pre-application meetings with FDA.

Adolescents, she said, “will be part of the 
pivotal research that will be conducted and 
presented to the FDA as part of HRA’s applica-
tion for an OTC” progestin-only contraceptive.

“Oral contraceptives are safe for ado-
lescents, and adolescents like all people 
should be able to access contraception if 
they wish to prevent pregnancy. … We ex-

https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/?utm_medium=pdf&utm_source=pink
https://rose.pharmamedtechbi.com/articles/2017/05/06/pampg-announces-irresistible-superiority-strategy-to-win-in-global-slump?utm_medium=pdf&utm_source=pink
https://rose.pharmamedtechbi.com/articles/2017/05/06/pampg-announces-irresistible-superiority-strategy-to-win-in-global-slump?utm_medium=pdf&utm_source=pink
https://rose.pharmamedtechbi.com/articles/2017/05/06/pampg-announces-irresistible-superiority-strategy-to-win-in-global-slump?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2013/05/20/pampg-looks-to-transform-categories-but-ackman-presses-for-results?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2013/05/20/pampg-looks-to-transform-categories-but-ackman-presses-for-results?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/articles/2013/05/20/pampg-looks-to-transform-categories-but-ackman-presses-for-results?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/PS120922/O?utm_medium=pdf&utm_source=pinkral-Contraceptive-Switch-Advocates-Reject-User-Age-As-Approval-Factor?utm_medium=pdf&utm_source=pink
https://pink.pharmamedtechbi.com/PS120922/O?utm_medium=pdf&utm_source=pinkral-Contraceptive-Switch-Advocates-Reject-User-Age-As-Approval-Factor?utm_medium=pdf&utm_source=pink
mailto:malcolm.spicer@informa.com
https://medtech.pharmamedtechbi.com/articles/2017/06/06/hhs-plan-to-let-employers-waive-out-of-aca-contraceptive-coverage-could-lead-to-drop-in-iud-sales?utm_medium=pdf&utm_source=pink
https://medtech.pharmamedtechbi.com/articles/2017/06/06/hhs-plan-to-let-employers-waive-out-of-aca-contraceptive-coverage-could-lead-to-drop-in-iud-sales?utm_medium=pdf&utm_source=pink
https://medtech.pharmamedtechbi.com/articles/2017/06/06/hhs-plan-to-let-employers-waive-out-of-aca-contraceptive-coverage-could-lead-to-drop-in-iud-sales?utm_medium=pdf&utm_source=pink


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

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

pect the FDA to conduct a rigorous scien-
tific review and make a decision based on 
the evidence,” Wahlin added.

About a potential oral contraceptive 
switch, a spokesman for FDA’s Center for 
Drug Evaluation and Research said patients’ 
age is considered in the center’s evaluation, 
but it could not “comment on the potential 
approval of a specific product.”

CDER’s drug application “approval deci-
sions are based on review of numerous 
factors related to the potential for safe and 
effective use of the product, and age of the 
user is among the factors considered,” the 
spokesman said.

‘COMMUNITY … CONSENSUS’ OF 
SUPPORT
FDA’s decision based on the evidence 
should be obvious, says Susan Wood, the 
well-known advocate on these issues who 
is an associate professor in at George Wash-
ington University’s Milken School of Public 
Health and director of the Jacobs Institute 
of Women’s Health there.

“There’s been a community of people look-
ing at different aspects of this question and 
finally coming to a consensus, I think, that 
we should be bringing one if not multiple 
oral contraceptive products over the counter 
sometime in the foreseeable future,” Wood 
said at a recent OTC drug industry conference.

“When you compare it to other over-the-
counter medicines, I don’t think it’s coming 
with any special risks,” she added. Woods re-
signed from an FDA position a decade ago 
due to her objections about delays in approv-
ing OTC emergency contraceptive products.

“Women are interested in getting an 
oral contraceptive without a prescription,” 
Wood says (see charts).

Much of the community looking at OTC 
access to oral contraceptives are participants 
in or supporters of the Oral Contraceptives 
Over-the-Counter Working Group of repro-
ductive health, rights and justice organi-
zations, nonprofit research and advocacy 
groups, university-based researchers and 
clinicians launched more than decade ago.

The OC OTC Working Group currently lists 
dozens of medical groups and experts as sup-
porters of its “statement of purpose” of “pro-
viding all women of reproductive age easier 
access to safe, effective, acceptable, and af-
fordable contraceptives.” (Ibis executive Wah-
lin is listed as a steering group member.)

HOW COMMON ARE CONTR AINDIC ATIONS?

Most prevalent with use of combination oral contraceptives:

• migraine with aura, 18%

• hypertension, 22%

Most prevalent with use of progestin-only oral contraceptives:

• medications for tuberculosis or seizures, 0.9%

• liver disease/cancer, 0.4%

• breast cancer, 0.3%

2,046
Nationally 
representative survey

62%
Supported OTC access 
to OCs

27%
Reported being likely 
to use OTC OC 

 • 59% of current OC users

 • 33% of women using a 
    less effective method

 • 29% of women using 
    no method

Interest highest among younger women, living with 
partner, private or no insurance.

Obstacles To Purchasing Rx Oral Contraceptives 
Among 725 Women Who Used Or Wanted A Prescription Contraceptive

Women’s Interest In OTC Oral Contraceptives

Source: Oral Contraceptive OTC Working Group, Dan Grossman, et al
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In addition to the safety and efficacy of oral 
contraceptives, the OC-OTC Working Group 
has looked at potential health impacts when 
women do not consult a physician before us-
ing the products. The group also also tracks 
changes in states on lowering barriers to ac-
cessing the products.

Consumers and health care providers are 
concerned about not women not receiving 
screenings for contraindications; choosing a 
formulation; and out-of-pocket costs. Con-
sumers also have questions about whether 
OTC access would prompt more teens into 
unprotected sex while doctors note a prob-
lem in losing opportunities to counsel wom-
en about long-acting reversible contracep-
tive methods.

“People do worry about this. This is why 
it took a discussion of probably 10 years or 
more, definitely more, talking about things 
that we needed to prove,” Wood said at the 
Consumer Healthcare Products Association’s 
OTC regulation conference in Rockville, Md.

With fewer and rarer contraindications 
than combination progestin and estro-
gen formulations, progestin-only products 
should be the first OTC oral contraceptives, 
the OC OTC Working Group recommends 
(see box). 

Still, FDA will want proof of correct self-
selection and actual use because proges-
tin-only products must be used around the 
same time each to be effective.

“So, there are some concerns on mak-
ing sure that women can use it correctly,” 
Wood said.

One outcome that some opponents of 
an oral contraceptive switch predict, en-
couraging unprotected sex among teens, 

should not be a concern, Wood believes.
The OC OTC Working Group supports non-

prescription status for an oral contraceptive 
without age restrictions and pharmacy-only 
sales, which were controversial elements of 
the first emergency contraceptive FDA ap-
proved for nonprescription distribution. Liti-
gation by women’s health advocacy groups 
eventually forced FDA to remove both types 
of limits to access. (Also see “FDA Drops Access 
Restrictions On Generic OTC Emergency Con-
traceptives” - Pink Sheet, 5 Mar, 2014.)

“We all know that there are very lim-
ited age restrictions on over-the-counter 
products. This was part of the battle of 
getting emergency contraceptives over 
the counter, a battle over the age restric-
tion,” Wood said.

Research shows daily oral contraceptive 
use does not produce that result among 
teens, and removing age restrictions for 
emergency contraceptive purchases – first 
lowering the minimum age from 18 to 17 
before eliminating any restriction – also 
has not increased the behavior.

“It wasn’t until 2013 that it’s been avail-
able without an age restriction. My first 
comment always when noting that the age 
restriction was lifted in 2013, is that the sky 
did not fall,” Wood said.

Eliminating age restrictions also made 
emergency contraceptives more accessible 
for other consumers. The change “lifted 
restrictions off older women from having 
to go to the pharmacy counter to buy the 
product,” she said.

OTC sales of nicotine replacement prod-
ucts were approved by FDA with an age re-
striction of 18 and older, while some states 

have imposed the same restriction on non-
prescription sales of cough remedies con-
taining dextromethorphan.

Research by OC OTC Working Group 
members and other experts published in 
March in the Journal of Adolescent Health 
also recommends against age-restricting 
oral contraceptive sales.

The study noted National Survey of Fam-
ily Growth population surveys suggest 
that with wider nonprescription access to 
emergency contraceptives, teens’ use also 
increased from 8% in 2002 to 22% in 2011. 
Sexual behavior data from the surveys in-
dicate no increase in the number of teens 
initiating sexual intercourse or reporting 
recent intercourse.

“The increase in use of EC that has fol-
lowed reduced restrictions suggests that 
there is a need for improved contraceptive 
access for teens and that, when contracep-
tives are made easily available, adolescents 
will use them,” the researchers said.

They also noted an “assumption often 
stated” by some physicians is that adoles-
cents are less likely than older women to 
use oral contraceptives correctly. National 
Survey of Family Growth data from 2001 
show similar “contraceptive failure rates” for 
females under 18 years old (13.8%), 18 to 19 
(14%) and 20 to 24 (14.9%).

The NSFG data also “indicate that fail-
ure rates for condoms in these same age 
groups (25.8%, 27.5%, and 28.2%) are high-
er than those of OCs and also do not vary 
significantly by age among minors versus 
older adolescents and young adults,” ac-
cording to the Journal of Adolescent Health 
study.  

CLICK
Visit our website for 
an interactive map 

detailing state policy 
trends for oral 

contracceptives.

http://bit.ly/2rWanLX

States Easing Access To Oral ContraceptivesStates Ease Access To Oral  
Contraceptives Despite Rx Requirement

While women’s health care advocates urge FDA to move 
from requiring prescriptions for all daily-use oral contra-
ceptives and allowing OTC sales of some, several states 
already are lowering barriers to accessing the products.

The changes range from allowing pharmacists to 
prescribe the drugs to requiring insurers to insurers to 
cover purchases of the products, according to the Oral 
Contraceptive Over-The-Counter Working Group.
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Rx ‘Reformulation’ In Herbal Sleep Aid Gives  
FDA A Nightmare
MALCOLM SPICER  malcolm.spicer@informa.com

B elmora LLC opened FDA officials’ 
eyes wide not only with claims that 
its dietary supplement treats insom-

nia, but also because the product’s brand 
contains the name ofa discontinued Rx 
drug, Elavil. 

FDA’s Office of Human and Animal Food 
Operations inspected Belmora’s website 
and product labeling in March and submit-
ted a warning letter June 8 advising the 
Arlington, Va., firm that its Elavil OTC Sleep 
Aid is an unapproved new drug with inad-
equate directions for its intended use.

The warning notes multiple pages of Bel-
mora’s website with statements that make 
claims about Elavil OTC’s formulation and 
efficacy and about insomnia symptoms and 
treatment for the condition. Through June 
14, the violative statements remained on the 
website.

FDA officials’ warnings about drug claims 
for the product and the brand’s similarity to 
Elavil, which AstraZeneca PLC discontinued 
marketing in 2003, stem from multiple pag-
es of the website, but both concerns per-
haps are most explicit in a page that refers 
to the drug Elavil and to the supplement as 
a reformulation of the drug.

“Elavil prescription is a medicine contain-
ing amitriptyline,” Belmora says in a page 
titled “About Elavil Prescription.”

The text on the page continues with an 
explanation of how amitriptyline works for 
insomnia as well as an antidepressant before 
stating, “Elavil OTC Sleep is a reformulation of 
Elavil prescription without amitriptyline that 
is sold as a nonprescription medicine.”

However, describing the product as a 
medicine is inaccurate as it contains the 
same ingredients as numerous other sup-
plements promoted as sleep aids – melato-
nin, valerian root and vitamin B3 – and its 
package bears a Supplement Facts label, 
not a Drug Facts panel.

Although Belmora’s FAQ page also states 
that Elavil does not contain amitriptyline, 
FDA notes numerous other statements on 
its website that render its product a drug. 

The violative claims include Elavil OTC Sleep 
is a “complete solution to insomnia” and it 
can treat “acute” and “chronic” insomnia.

The product also is mislabeled because it 
fails to bear adequate directions. The warn-
ing states “it is impossible to write adequate 
directions for a layperson to use your prod-
uct safely for its intended purposes.”

ELAVIL BY ANY OTHER NAME …
Additionally, the warning states that use 
of Elavil in the labeling for the supplement 
makes the product’s label misleading be-
cause it “may be confused with the propri-
etary and established” drug name.

In FDA import alerts and other com-
munications about products marketed as 
dietary supplements but spiked with drug 
ingredients, products commonly are listed 
with names that include an Rx brand, such 
as Viagra in some noncompliant supple-
ments promoted for sexual enhancement. 
However, in most of those instances the 
product manufacturers are not known to 
the agency, unlike Belmora, and no warn-
ings are submitted that could reference the 
risk of using a drug brand in a supplement 
product’s name. (Also see “Spiked Supple-
ment Holiday Deliveries Stopped By Import 
Examinations” - Rose Sheet, 22 Dec, 2016.)

Conversely, several Rx-to-OTC switches 
have been approved in the US with brands 
similar to the name of the original prescrip-
tion drug, typically products with little risk 
for serious adverse events should a con-
sumer mistakenly use the wrong version. 
For instance, the nonprescription proton 
pump inhibitor Prilosec OTCProcter & Gam-
ble Co. launched in 2004 with AstraZeneca’s 
original Rx version of the delayed-release 
omeprazole product still available as Prilo-
sec. More recently, OTC switches of intra-
nasal corticosteroid have launched in the 
US with brands similar to the Rx originals, 
which also remain available.

However, a consumer who uses a supple-
ment branded Elavil when in need of a Rx de-
pression treatment could suffer harm by not 
receiving pharmaceutical treatment for a seri-
ous condition. FDA officials commonly point 
out a substantial threat from products mar-
keted as supplements but making violative 
drug claims is that consumers will rely on those 
products and not seek necessary medical care.

AstraZeneca marketed Elavil as an Rx 
tablet and an injectable in the crowded 
amitriptyline market until 2003. Numerous 
other firms also once marketed but have 
discontinued branded or generic, single-
ingredient amitriptyline Rx drugs; Vintage 
Pharmaceuticals Inc. continues to market 
an amitriptyline tablet in 10 mg to 150 mg 
doses, and Mylan NV markets Rx tablets 
combining amitriptyline with perphen-
azine and with chlordiazepoxide, according 
to FDA’s Orange Book. 

The warning letter is the first FDA submit-
ted to Belmora. The firm in 2013 recalled 
17,996 bottles of an OTC drug it makes, 
Flanax Fast Acting Antacid (aluminum hy-
droxide/magnesium/simethicone) because 
the containers’ caps lacked tamper-evident 
breakaway bans. (Also see “Drug Product Re-
calls in 2013 Categorized by Problem Area” - , 
Pink Sheet, 30 May, 2014.)

Belmora registered its Elavil OTC Sleep 
Aid trademark in 2015 after publishing the 
name for objections in 2013.  

Although Belmora’s  
FAQ page also states  
that Elavil does not 

 contain amitriptyline,  
FDA notes numerous  

other statements on its 
website that render its 

product a drug.
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Perrigo CEO Takes Faith In Rx Generics Business  
To Exit Door With Him
MALCOLM SPICER  malcolm.spicer@informa.com

O utgoing Perrigo Co. PLC CEO 
John Hendrickson continued to 
express confidence that the com-

pany should stay in the Rx generic topical 
business, even though that view likely influ-
enced his pending exit after little more than 
a year leading the OTC private label giant.

His departure is one more step making 
it more likely that Perrigo will divest the Rx 
unit and focus more intensely on its con-
sumer products business.

Hendrickson took Perrigo’s helm during a 
rocky stretch and the firm appeared to en-
ter smoother waters just over a year later af-
ter renewing its commitment in the generic 
topicals space and ironing out problems 
in its nascent European consumer health 
products business.

However, a month after a hedge fund 
investor pushing to divest the Rx business, 
Starboard Value LP, built a five-seat block on 
Perrigo’s board and a week after he assured 
analysts that Perrigo was in the prescription 
space for the long run, Hendrickson an-
nounced his retirement in a June 5 release.

Hendrickson, who became Perrigo CEO 
in April 2016 with the departure of Joseph 
Papa, will remain with the firm until a re-
placement is appointed and up to an addi-
tional 60 days to assist in the transition. He 
will step down from his board seat when his 
replacement is appointed.

At an investor conference June 6, Hendrick-
son did not disclose any plans after he leaves 
the firm nor reference Starboard Value’s influ-
ence on Perrigo’s board, but he recalled his 
year at the helm of the Dublin-based firm 
with its primary operations in Allegan, Mich.

“We had a lot things we had to work 
through and of course it was a tough year 
working through those,” Hendrickson said. 
“We made a lot of changes that I feel have 
enabled us and put us in a great position, a 
position to grow,” he added at the Jefferies 
2017 Healthcare Conference in New York.

Perrigo’s next CEO will have big shoes to 
fill and should expect a bumpy path early 
on, says Morningstar senior equity analyst 
Michael Waterhouse. Part of the bumps, he 

says, are the firm’s “executive leadership in-
stability” – not only with Hendrickson leav-
ing 14 months after succeeding Papa, but 
Judy Brown’s exit as chief financial officer 
earlier in 2017. (Also see “Perrigo Trims Work-
force, Ships Tysabri License, Stays European 
Course” - Pink Sheet, 1 Mar, 2017.)

Hendrickson “has steered the business 
through a particularly tumultuous time, with 
pressures in nearly all segments along with 
the departure of longtime CFO Judy Brown,” 
Waterhouse said in a June 6 research note.

He added that the “leadership change low-
ers our confidence in Perrigo sticking with its 
year-end outlook,” but Morningstar does not 
“anticipate a dramatic shift in the firm’s cur-
rent performance” or expect that “this change 
leads to any major shift in strategy.”

Starboard likely will continue push for 
what it wants from Perrigo. While the board 
“might entertain more aggressive asset 
sales” from the Rx topicals segment, or di-
vesting the business altogether, it might 
find that expected suitors are timid about 
acquisitions, Waterhouse cautioned.

“We still think potential buyers in the 
market are somewhat limited for the time 
being, especially more strategic buyers like 
[Teva Pharmaceutical Industries Ltd. and 
Mylan NV], thanks to their current financial 
leverage,” he wrote.

The announcement of Hendrickson’s re-
tirement spurred comparatively high trad-
ing in Perrigo shares on June 6 as the price 
dropped 2% to $70.34.

RX GENERIC PRICES STILL 
DROPPING
Hendrickson’s support for Perrigo’s Rx busi-
ness isn’t absent recognizing the unit has 
not been a revenue driver for the firm. At 
the Jefferies conference, he said the unit’s 
performance has been the largest reason 
behind Perrigo’s struggles of the past two-
plus years, as its share price plummeted 
from around $200 to close to $60 before re-
bounding recently to around $75. However, 
the problem is not Perrigo’s alone, he said.

“The biggest [factor] by far from an evalu-
ation perspective is the dramatic change for 
Perrigo, and we weren’t alone in this, is the 
pricing environment in our Rx business. It’s 
been about $300m-plus operating income 
lost over the past couple years.”

Perrigo doesn’t anticipate Rx generics 
prices will bottom out this year, either. Con-
solidation in the pharmacy sector combined 
with overall interest in lowering health care 
costs will continue driving down generic 
drug prices through 2017, he said.

“This isn’t the end. We would predict net 
year. I think the dynamics that are out there 
will still force lower costs,” Hendrickson said.

The second of the “major things” that hit 
Perrigo’s earning was its European consum-
er health business, which it launched with 
its 2015 acquisition of German firm Omega 
Pharma NV as a tool in fighting off Mylan’s 
hostile takeover bid that ended with Per-
rigo shareholders refusing a tender of $75 
cash and 2.3 shares – equal to more than 
$200 for each Perrigo share – in November 
that year. (Also see “Perrigo OTC Brand Jour-
ney Detours Into Management, Operating 
Problems” - Pink Sheet, 22 Feb, 2016.)

The European business, which markets 
branded OTC drugs and nutritional prod-
ucts, “clearly underperformed what we had 
expected from it,” the CEO said.

Perrigo CEO John Hendrickson 
is stepping down.
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Perrigo’s calling card, its US OTC drugs 
and adult and infant nutritionals business, 
has remained solid and will continue as its 
sales growth driver even as the number of 
Rx-to-OTC switches slows and as national 
brand product marketers attempt to grow 
their nonprescription market share through 
other types of innovation.

“I think the national brands are fighting 

back,” but “if they try to play our game they 
lose,” Hendrickson said.

Pharma firms with OTC businesses in-
vest in research and development to move 
some prescription ingredients into the OTC 
space and to get approval for additional 
indications for ingredients already avail-
able nonprescription. Their business mod-
els, though, don’t allow for lower prices 

charged for private label and store brand 
products.

Perrigo and other private labelers follow 
national brands’ innovations as soon as 
they can with lower-priced but equivalent 
products drug stores and other retailers are 
anxious to stock on their shelves.

“I think the economics that we’re in will 
continue to drive that,” Hendrickson said.  

Perrigo Predicts Upturn On OTC Private Label Breadth, 
Depth And Bandwidth

P errigo Co. PLC’s “critical mass” in OTC 
private label sales not only gives it an 
edge with retailers, but also leverage 

against national brand firms looking to en-
ter the space and a leg up in e-commerce, 
says Jeffrey Needham, the firm’s domestic 
consumer health head.

At the Oppenheimer 2017 Consumer 
Conference in Boston June 20, Needham 
discussed the company’s “unique” econom-
ic structure in private label OTC and the 
opportunities afforded by it on the heels 
of a management shakeup and weak first-
quarter sales in consumer health.

In his discussion of Perrigo’s business 
structure, Needham seemed intent on reas-
suring investors that a recent sales down-
turn was a temporary stumble and the firm 
will continue to dominate the private label 
OTC drug space.

“We are a leading supplier with virtually 
all of the major retailers and wholesalers 
around the country. When you look at our 
business in totality, we manufacture and 
supply over 4,000 formulas. That rolls up 
and extrapolates into over 7,300 SKUS, dif-
ferent packages and stock-keeping units, 
and we do business with over 130 custom-
ers,” said Needham, consumer health care 
Americas president and an executive vice 
president at Perrigo.

Prompted by activist investor Starboard 
Value LP, CEO John Hendrickson stepped 
down in early June after a year at the helm 
with analysts speculating Perrigo is pre-
paring to sell its Rx generic topicals busi-
ness and retain its core focus in consumer 
products, particularly its private label OTC 
drugs.  (Also see “Perrigo CEO Takes Faith In 

Rx Generics Business To Exit Door With Him” - 
Pink Sheet, 6 Jun, 2017.) Even with Starboard 
pushing to exit the Rx space, Perrigo is 
launching additional generics (see box, p. 9).

The Dublin-based firm on June 21 an-
nounced it hired executive search and lead-
ership advisory firm Spencer Stuart to assist 
with its search for Hendrickson’s successor. 
Hendrickson will remain with Perrigo for 
up to 60 days following the next CEO’s ap-
pointment.

The company, which maintains its pri-
mary operations in Allegan, Mich., is the 
top provider of store brand analgesics, gas-
trointestinal and smoking cessation items 
for retailers including Wal-Mart Stores Inc., 
Target Corp. and Safeway Inc. However, its 
private label OTC drug and adult and infant 
nutrition business sales declined of 9% in 
the first quarter to $483m. (Also see “Per-

rigo OTC Growth Rides Innovation Path Wider 
Than Switches” - Pink Sheet, 31 May, 2017.)

MORE THAN MANUFACTURING 
AND PACKAGING
Needham noted 56% of US OTC sales vol-
ume is in store brands. “Consumers can 
regularly expect a [20%-30%] share savings 
to the national brand, while the retailer is 
paying roughly half the price for the store 
brand product than they are for the com-
parable national brand and making a lot of 
their margin on the store-brand products.”

National brand marketers see potential 
to grow their revenues in the private label 
space, the executive added. “As we look at 
our business in terms of supply to the retail-
ers, national brands, over the history, have 
made attempts to possibly look at getting 
into store brand business, but it’s a dis-
tinctly different business than the national 
brand space and it’s got a different eco-
nomic structure than national brands.”

He emphasized the “complexity” of the 
many stock-keeping units and packaging 
configurations and sizes needed to provide 
store-brand products for retailers, its wide 
variety of formulations, the supply network 
for all its ingredients and other materials, 
its distribution system to maintain retailers’ 
inventories and its research and develop-
ment operations to sustain its pipeline of 
new products.

“It is very, very challenging to supply cus-
tomers, and given the profitability that this 
business drives for our retailers, they are 
very, very focused on customer supply and 
superior customer service, and we work stra-

“We’re an industry expert, particularly from  
a marketing standpoint,” says Perrigo 

consumer product exec Jeffrey Needham.
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tegically with retailers to make sure that we 
accomplish that,” he said.

“We’re an industry expert, particularly from 
a marketing standpoint,” he said, noting that 
Perrigo manages its product lines for retail 
customers. “Things like marketing support, 
pharmacy, communications, all these things 
are critically important drivers in working with 
the retailers to drive their brands.”

And with the breadth of its OTC offer-
ings, Perrigo also has an edge over other 
private label firms. “When we look at our 
traditional store-brand OTC competitors 
that focus on monograph products, they 
frankly are more niche-oriented and spe-
cialize and focus on specific categories and 
don’t have that critical mass to compete 
with Perrigo,” Needham said.

“We are distinctly broader and bigger than 
our store-brand competitors, and we’ve built 
that on our focus on quality, our focus on 
regulatory expertise, continuing to invest in 
driving a new product pipeline and continu-
ing to invest in consumer marketing.”

Asked if he thought the OTC drug market 
will continue expanding and how further 
growth in the space would affect Perrigo’s 
business, Needham said he expects entry 
into the market will remain difficult as it 
continues growing.

“This consumer health care business is 
very much a branded business, a consumer-
oriented business, and so you’ve really got 
to invest beyond product portfolio to get in 
this business, because the … management 
of store-brand business with the retailers 
is very demanding from an infrastructure 
standpoint,” he said.

Oral hygiene is another category where 

Perrigo sees potential opportunity for Rx-
to-OTC switch, said Needham.

The company expects that both branded 
marketers and FDA are “motivated” to make 
additional switches at this time. “In catego-
ries growing [that are] growing low single-
digits, these new switches are real important 
to the branded company,” Needham said.

Perrigo identified ophthalmic treatments 
and additional migraine products as near-
term switch candidates during its May 31 
earnings briefing. In recent years it launched 
OTC private label versions of intranasal cor-
ticosteroid allergy treatments and of proton 
pump inhibitor Nexium 24HR. (Also see “Per-
rigo OTC Growth Rides Innovation Path Wider 
Than Switches” - Pink Sheet, 31 May, 2017.)

He added that the infant nutrition busi-
ness has considerable growth prospects. “As 
we compare infant nutrition to OTC, infant 
nutrition is relatively underdeveloped from 
a share standpoint, and hence we believe it 
has good growth prospects going forward.”

E-COMMERCE AT $60M AND 
GROWING
Needham says Perrigo for the past couple of 
years has been “focused on and involved in” 
e-commerce, which represents about $60m 
in retail sales across business segments.

Its retail partners increasingly are factor-
ing e-commerce into their marketing mixes. 
“We’re working very closely with them to 

help them accomplish it,” he said.
Perrigo’s e-commerce sales still represent 

a small portion of its overall sales even as 
they grow 50% year-to-year. “But certainly, 
our business is poised to grow a lot more 
going forward. We recognize and realize 
that the business is going to continue to be 
a bigger factor in e-commerce, and we have 
focused resources against this aspect of the 
business,” Needham said.

The firm is working with 11 e-commerce 
retailers to carry more than 1,000 SKUs and 
is supporting those partnerships with digi-
tal marketing.

“Given the different investments and the 
different kinds of vehicles that you have to 
invest in to be successful in e-commerce,” 
Needham said.

Perrigo’s outreach to online retailers in-
cludes working with Amazon to market its 
GoodSense infant formula portfolio. “That 
is a business that has been growing nicely,” 
Needham said.

Market researchers encourage OTC drug 
and dietary supplement firms to market 
their lines on Amazon. With product sales 
and research booming online, Amazon is 
the leading source for consumers’ personal 
care product searches and often is their go-
to place to purchase health items they need 
regularly. (Also see “Navigating Amazon: E-
Commerce Giant Critical For OTC Drug Sales” 
- Pink Sheet, 4 May, 2017.)  

DERMA-SMOOTHE AND HYCODAN
 GENERICS LAUNCHED

Generics of topical treatments of atopic dermatitis and of cough remedies are 
among the latest launches for Perrigo’s Rx business.

The firm on June 21 made available generics of Hill Laboratories Inc.’s Derma-
Smoothe/FS Scalp Oil (fluocinolone acetonide scalp oil, 0.01%) for treatment of 
atopic dermatitis in adult patients and Body Oil (fluocinolone acetonide topical 
oil, 0.01%) for moderate to severe atopic dermatitis in pediatric patients 3 
months and older for up to four weeks. The two products had combined sales of 
around $64m for the 12 months ending in April 2017, according to Perrigo.

On June 18, it launched hydrocodone bitartrate and homatropine methylbro-
mide oral solution, which previously was available from Endo Pharmaceuticals 
Inc. under the brand Hycodan and which had around $15m in sales for the 12 
months ending in April 2017. The solution is indicated for the symptomatic 
relief of cough in adults and children 6 years of age and older.
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Prestige Brands Updates PediaCare NDC Information  
A Year After Sale
MALCOLM SPICER  malcolm.spicer@informa.com

P restige Brands Holdings Inc. is respon-
sible to correct information in FDA’s 
National Drug Code Directory for two 

products in a line it sold a year ago, the Pedia-
Care OTC allergy and cough/cold brand.

The manufacturer and marketer of OTC 
drugs and personal care products said it 
will correct the Structured Product Label-
ing (SPL) information in the NDC Directory 
for PediaCare Children’s Plus Multi-Symptom 
Cold and Children’s Plus Flu to include an ac-
tive ingredient in the products, phenyleph-
rine. Both liquid medicines, marketed under 
an OTC monograph, also contain chloro-
pheniramine and dextromethorphan.

The products are now marketed by 
Swedish firm Moberg Pharma AB following 
a deal announced in July 2016, but NDC in-
formation in the directory had not yet been 
updated to reflect that change. Thus, Pres-
tige is responsible to correct the SPL as well 
as the NDC information.

In a June 1 warning letter, FDA advised 
Prestige Brands that a review of the prod-
ucts’ required listing showed the ingredient 
is listed on current labeling, but not in the 
SPL information that also is required for the 
NDC Directory. NDC owners must update 
each product’s directory listing twice annu-
ally, by June and by December.

The warning from the Center for Drug 
Evaluation and Research stated that FDA re-
moved the products’ listing from the online 
NDC Directory and it will not be available 
for public viewing until the corrections are 
made. However, listings for the other prod-
ucts in the PediaCare line are accurate and 
remain accessible.

“This is an effort to maintain a correct 
and accurate database in order to protect 
and promote the public health,” according 
to the warning letter.

The products will remain available while 
the NDC Directory information is inacces-
sible, says Prestige Brands.

Phil Terpolilli, director of investor relations, 
said the erroneous SPL information was sub-
mitted before Prestige Brands acquired the 
brand in 2010 from Blacksmith Brands Inc. 

and was not corrected before the Tarrytown, 
N.Y.-based firm sold PediaCare and several 
other product lines to Moberg. (Also see 
“Prestige Brands Makes “Seismic Shift” To OTC 
With Blacksmith Acquisition” - Pink Sheet, 27 
Sep, 2010.)

In an email, Terpolilli said that correc-
tions are in process and “will include the 
marketing end date (i.e., the date on which 
the last batches distributed under our con-
trol will expire).”

Blacksmith Brands’ NDCs came with the 
portfolio of products Prestige Brands ac-
quired. “Accordingly, the contact informa-
tion for that labeler code was updated with 
FDA, but there was no need to submit new 
drug listings as a result of the acquisition,” 
Terpolilli said.

In addition to PediaCare, Prestige Brands 
divested its Fiber Choice and New Skin lines 
to Moberg for $40m. (Also see “Moberg Sus-
tains Derma Drive, Acquires Prestige Brands’ 
New Skin” - Pink Sheet, 1 Jul, 2016.)

In December, Moberg exercised an op-
tion gained in the firm’s agreement to ac-
quire Prestige Brands’ DermoPlast topical 
anesthetic brand for $47.6m. The Stock-
holm-based firm, which operates a US busi-
ness in Cedar Knolls, N.J, since early 2015 
has been adding and selling brands with 
a goal of focusing its business primarily on 
derma products.

The sales to Moberg were “non-core” 
brands Prestige Brands is divesting to accel-
erate paying down debt and move toward 
its goal of a portfolio with 85% of revenue 
from “invest for growth” brands and 15% in 
non-core, or “manage for cash” brands to 
help support long-term organic growth.  

Delivering analysis and 
commentary focused on 
regulatory implications.
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OTC Sleep Aid Sales Snooze As Consumers Wake Up  
To Alternatives
EILEEN FRANCIS  eileen.francis@informa.com

S ales growth for OTC drugs indicated as 
sleep aids has slowed as competition 
grows from natural products and other 

alternatives and as pharma firms curb adver-
tising for their brands, says market research 
firm Kline & Co.

Kline’s Nonprescription Drugs USA study, 
an analysis of the nonprescription industry’s 
2016 performance – including key trends, de-
velopments and new product activity – notes 
sales of OTC sleep aids by manufacturers grew 
3.4% to $244m in 2016.

However, “after seeing significant growth 
rates ranging from 50% to 15% per year in 
the recent past, the market for OTC sleep-
ing aids, which contain diphenhydramine or 
other monograph ingredients, is still growing, 
but at a much slower pace,” Kline noted in a 
June 12 blog post on the study scheduled for 
release later in 2017.

Diphenhydramine-containing OTCs 
ZzzQuil from Procter & Gamble Co., Unisom 
from SanofiUS subsidiaryChattem Inc. and 
from private labelers aids posted growth, but 
sales of other drugs in the category with the 
same ingredient, including Prestige Brands 
Holdings Inc.Sominex and Johnson & John-
son Consumer Inc.’s Simply Sleep, were flat or 
down in 2016, Kline noted.

According to Kline figures from 2015, single-
ingredient OTC drugs accounted for 81.7% of 
the total consumer health sleep aid market 
with sales of $236m, and natural products 
made up 18.3% of sales, $53m. Kline did not 
provide a break-down of the market for 2016.

Market research firm IRI data show that 
across the overall category of OTC and alterna-
tive sleep aids, sales of tablets and other solid 
dose products are growing faster than sales of 
liquid products. As with most consumer health 
care categories, private label sales lead the sol-
id-dose category (see chart, p. 12).

60% CONSUMERS ARE TARGET 
MARKET
The number of consumers who have trou-
ble sleeping or staying asleep continues 
to exceed the number who use OTC sleep-

ing aids, “leaving this market ripe for more 
growth,” according to Kline’s study.

In an interview, analyst Laura Mahecha 
noted consumers’ energy drink consump-
tion as contributors to the growing preva-
lence of sleeplessness. There’s also increased 
neural stimulation from computer use.

“The younger generation are on screens 
so much, I think they might have more 
sleep problems,” said Mahecha, an indepen-
dent consultant for Kline in the health care, 
consumer product and industrial and insti-
tutional markets.

As much as 43% of US adults don’t sleep 
well regularly and as much as 60% experi-
ence sleep disruption every night. How-
ever, “60% of the population are not buying 
these particular products,” she said.

Consumers prefer to treat sleeping 

problems with natural options, such as 
chamomile tea or melatonin or valerian 
supplements, that they know are not habit-
forming and will not cause grogginess af-
ter use. “A lot of people are afraid of taking 
sleep aids … and many don’t see drugs as 
a solution to their problem,” said Mahecha.

Melatonin-containing supplement brands 
include Mylan NV’s MidNite and Pfizer Inc.’s 
Emergen-Zzz; brands offering valerian sup-
plements include Naturel Bounty Co.’s Pu-
ritan’s Pride and Pure Encapsulations Inc.’s 
Best Rest Formula. 

Mahecha added natural ingredients also 
are more practical for people with problems 
staying asleep. Most OTC drug sleep aids re-
quire a full eight hours of sleep to avoid the 
groggy effect the next day.

“If you wake up at 3 a.m. and can’t fall 
back to sleep, you don’t want to take a drug 
that’s going to make you sleep through 
your alarm,” she said.

When consumers turn to OTC drugs, they 
often look at pain relievers also formulated 
with a sleep aid, such as Johnson & John-
son’s Tylenol PM and Pfizer Consumer 
Health Care Group’s Advil PM.

Kline also notes the potential OTC 
switch of Takeda Pharmaceuticals USA 
Inc.’sRozerem (ramelteon) in its “Rx-to-OTC 
Switch Forecasts USA: Next Frontier” report 
coming in the fourth quarter of this year.

Kline didn’t provide details on a potential 
OTC market for the drug, which goes off pat-
ent in 2019, it previously identified as a good 
switch candidate, partly because it works with 
users’ sleep-wake cycle and does not impact 
brain function like Rx drugs Ambien (zolpidem 
tartrate) and Lunesta (eszopiclone). (Also see 
“Merck Silence On OTC Singulair Speaks Volumes 
On Switch Outlook” - Pink Sheet, 11 Dec, 2015.)

ADVERTISING OFF, TOO
Despite competition from naturals and al-
ternatives, OTC sleep aid advertising has 
not increased, a factor in the sales slump, 
says Mahecha.

One diphenhydramine OTC brand, Ran-

Procter & Gamble’s ZzzQuil brand 
showed sales growth in 2016 even as 

alternative products cut into OTC 
drug sleep aid sales.

Pfizer’s Emergen-Zzz brand is 
among the melatonin-containing 

supplements competing in the 
consumer health sleep aid space.
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ZzzQuil Top Brand In Sleep Aid Liquid And Solid Sectors 
Sales across the total category of consumer health sleeping aid products grew nearly 4 percent to $722m in the 52-weeks  
ending May 14, according to market research firm IRI’s data from US grocery, drug and mass market retail chains, military commis-
saries and select club and discount chains. Below are Chicago-based IRI’s sales data for subcategories and for top sellers among 
OTC drugs and alternative products.

SLEEP AIDS MANUFACTURER SALES (MILLIONS)
SALES % CHANGE  
FROM YEAR AGO

Liquids

Subcategory total $141 1.4

ZZZQuil / OTC Procter & Gamble Co. $85.9 4.56

Private label / OTC & alternative $33.8 5.76

Neuro Sleep / alt. Neurobrands LLC $11.8 (0.51)

Natrol / alt. Natrol LLC $2.69 (46.93)

Dream Water / alt. Dream Products, LLC $2.19 (16.98)

Unisom / OTC Chattem Inc. $1.72 (32.99)

SnoreStop / alt. Green Pharmaceuticals Inc. $0,725 (12.73)

Sleep Solutions / alt. Sleep Solutions Inc. $0,427 30.73

Tablets/Gels/Pills

Subcategory total $580.9 4.5

Private label / OTC & alternative $222 3.01

ZZZQuil Procter & Gamble $36.4 (5.08)

Unisom gels Chattem Inc. $31.6 (0.76)

Unisom tabs Chattem $16.2 14.85

Unisom minis Chattem $3.15 8.90

Unisom melts Chattem $3.09 (8.96)

Natrol Natrol LLC $54.8 28.67

Nature’s Bounty / alt. Nature’s Bounty Co. $44.1 (2.87)

Nature Made / alt. Pharmavite LLC $35.9 5.55

Sundown Naturals / alt. Rexall Sundown Inc. $21.2 12.71

Vitafusion (gummy) / alt. Church & Dwight Co. Inc. $12.9 46.09
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dob Laboratories Ltd.’s Dormin, has a 2017 
ad campaign. Randob is promoting mass 
market distribution of its product available 
in independent pharmacies since 1950. 

Dormin is ranked No. 3 in independent 
pharmacies and also is available through 
Amazon, the firm says. New retail customers 
for the brand include Bed, Bath & Beyond 
Inc. and Harris Teeter LLC, he said.

Cornwall, N.Y.-based Randob is expand-
ing Dormin to food and mass merchandise 
channels because a second generation of 
family ownership re-invested in the brand, 
said President Jim Creagan.

“With strategic retail partners and mar-
keting/advertising support for those chan-
nels, we want to ensure that Dormin is 
trusted for another 50 years,” Creagan said 
in an email.

The expansion is supported with adver-
tising including a humorous national TV 
campaign featuring a man struggling to 
stay awake and Facebook social marketing 
that includes the Sleep Soundly Giveaway 
sweepstakes for a $200 gift card for Bed, 

Bath & Beyond.
“The brand is taking a more novel, life-

style approach with humor, using content 
targeting various segments (from millen-
nials to the mature population based on 
message/targeting), and even tagging into 
current social news,” said Creagan.

He added that Randob does not sense 

pressure from natural product competitors. 
Dormin works more quickly than natural 
sleep aids and allows for a full night’s rest 
while many naturals aid in falling but not 
staying asleep.

“Natural sleep-aids are certainly a grow-
ing segment, but we do not view them as a 
threat,” Creagan said.  

SLEEP GADGETS DEBUT

Sales of sleep technology products also are growing, especially among millen-
nials, said Mahecha. The items include monitors, digital apps and other devices 
that incorporate light, sound and chill therapy to help users fall and stay asleep.

The impact of sleep aid devices and apps is yet to be determined, as many con-
sumers still prefer taking an oral product and also are put off by the high price 
of the devices, Mahecha said.

Introductions in wearable sleep devices in 2016 included Misfit Ray Sleep Moni-
tor, a wristband that tracks sleep duration and quality in addition to calories 
burned from walking, and the Pzizz sound app, which helps users fall asleep 
faster and tracks and records their sleep. 

Consumer Reports Lathers On More Criticism  
Of Sunscreen SPF Claims
RYAN NELSON  ryan.nelson@informa.com

C onsumer Reports releases test find-
ings for the fifth consecutive year 
suggesting that sunscreen product 

SPF claims are in many cases inflated, and 
there could be more to this issue than in-
dustry would care to admit.

According to CR, which bills itself as the 
world’s largest independent nonprofit con-
sumer organization, 23 of more than 60 OTC 
sunscreen lotions, sprays and sticks it evalu-
ated this year tested at less than half their 
labeled SPF value. The results are consistent 
with findings in the publication’s previous 
annual reports.

“When consumers wear sunscreen, they 
should feel confident that they’re well-de-
fended against sunburn, skin cancer and 
skin aging, and that they’re actually getting 
the level of protection promised on the la-
bel. That’s where CR’s ratings come in,” said 
Trisha Calvo, deputy editor of health and 

food, in a May 17 release.
Among its test results and product rat-

ings, the group cites a handful of recom-
mended products that received “Excellent” 
overall ratings, including Coppertone Ultra 
Guard Lotion SPF 70, La Roche-Posay An-
thelios 60 Melt-In Sunscreen Milk lotion, 
Banana Boat SunComfort Clear UltraMist 
Spray SPF 50+ and offerings from Walmart’s 
Equate line and Trader Joe’s store brand.

The common denominator in those items 
appears to be their use of so-called “chemi-
cal” UV filters. The Bayer HealthCare LLC’s 
Coppertone, L’Oreal S.A.’s La Roche-Posay 
and Edgewell Personal Care LLC’s Banana 
Boat all feature combinations of avoben-
zone, homosalate, octisalate, octocrylene 
and oxybenzone, as does the Walmart/
Equate sunscreen. 

“Natural” sunscreens formulated with 
mineral filters – titanium dioxide and/or 

zinc oxide – fared more poorly in CR’s test-
ing and ratings. 

“In our testing, we haven’t been able to 
find a mineral product that delivers the whole 
package – top-notch UVA and UVB protection 
as well as minimal variation from SPF,” CR says.

The highest-ranking product in the natu-
ral class was California Baby, Inc.’s Califor-
nia Kids #supersensitive SPF 30+ lotion, 
which scored a Good overall rating and Ex-
cellent marks with regard to SPF variation.

CR notes that it increased its focus on nat-
ural sunscreens in this year’s testing round 
and included natural products with higher 
active ingredient concentrations in light of 
a survey it conducted of 1,000 sunscreen 
users, which found that nearly half look for 
“natural” offerings when shopping.

While natural sunscreen marketers often 
tout their formulas as being just as effective 
as chemical-based sunscreens, at least one 
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expert says mineral UV filters are inherently 
limited in delivering high SPFs in the testing 
required by FDA in a 2011 final rule. (Also see 
“FDA Considers Capping SPF Values At 50+ De-
spite Efficacy Data” - Pink Sheet, 20 Jun, 2011.)

At the Independent Cosmetic Manufac-
turers and Distributors trade group’s May 
18 FDA Cosmetic Regulations Workshop in 
New York, board member Craig Weiss ad-
dressed the topic in his presentation on 
marketing claims.

“Understand something,” Weiss said, 
“there’s no way you’re going to get an SPF 
50 out of titanium and zinc alone – you’re 
just not. But look at the market, look at how 
many zinc and titanium problems have 50+.”

Weiss is well-qualified to speak on the 
issue as president of Consumer Product 
Testing Co. Inc., a Fairfield, N.J., private con-
tract testing laboratory with services also 
extending to the areas of clinical safety 
and efficacy testing and claims validation, 
among others.

He noted that “it’s very difficult to formu-
late in the US because of our lack of actives.”

Despite 2014 legislation that advocates 
believed would speed new sunscreen ac-
tive ingredients to market, FDA has not 
determined a single UV filter generally 
recognized as safe and effective since the 
late 1990s. (Also see “Sunscreen Guidances 
Underscore FDA Standards Aren’t Changing” 
- Pink Sheet, 14 Oct, 2016.)

At the same time, a quick scan of the 
public comments on CR’s website shows 
US consumers are after highly protective 
products without the “nasty chemicals,” as 
at least one phrases it. Even among chemi-
cal options, some – like oxybenzone – are 
more maligned than others.

All such considerations put pressure on 
companies to answer consumer demand 
from their limited active ingredient palette.

Weiss said the unique statistical intrica-
cies of FDA-prescribed SPF testing models 
can make it easy for companies to “lose” in 
their efforts to achieve a desired SPF level, 
testing that doesn’t come cheap.

The complex protocol can yield devia-
tions based on faulty assumptions, poten-
tially skewing results and posing compli-
ance issues, he suggested.

Such challenges are all the more daunt-
ing at a time when SPF claims are under in-
tensified scrutiny.

On its website, CR notes that it’s not the 

only nonprofit that has identified discrepan-
cies between independently tested SPFs and 
those on product labels. Other consumer ad-
vocacy groups in the UK, Australia and New 
Zealand – members of the International 
Consumer Research and Testing consortium 
– have reached similar findings, it says.

In the US, related class actions are crop-
ping up, with plaintiffs citing their own test-
ing, as well as CR’s, in complaints alleging 
false advertising. (Also see “Oral Care, Topical 
Product ‘Natural’ Claims Paint Bullseye For 
Class Action” - Pink Sheet, 1 Nov, 2016.)

Defendants so far have been largely un-
successful in attempts to dismiss on the ba-
sis of their own SPF testing data.

The Personal Care Products Council 
maintains that conflicting test results likely 
reflect challengers’ nonconformity to FDA 
specifications.

In a May 18 statement, PCPC Chief Scien-
tist Beth Jonas says “it appears that [CR’s] 
testing methods are not consistent with 
those used by the [FDA]. Therefore, their 
testing methods are not the same as those 
required of product manufacturers to as-
sign the SPF designation.”

Jonas cautions consumers that “the re-
sults of the Consumer Reports testing can-
not be directly compared to a label claim.”

The trade group has questioned CR’s 
methods similarly in previous years. (Also see 
“PCPC Scorches Consumer Reports Test Meth-
ods In Assessing SPF Claims” - Pink Sheet, 25 
May, 2015.)

LABS SEE RETESTING RUSH
Regardless, the heat appears to be driving 
sunscreen makers back to labs to verify 
their SPF claims.

Weiss said his company’s SPF testing work 
has increased markedly. “I can’t tell you how 
many retests of SPF are coming soon – but I 
think a lot, based on volume pickup.”

In 2007, when FDA issued the proposed 
version of its sunscreen testing and la-
beling rule, CPTC “was doing 65% of the 
sunscreen worldwide, and we were ham-
mered,” he said. “And worldwide we’re at 
that level now.”

From Weiss’ perspective, the SPF credibil-
ity issue is “a big one” that has the potential 
to be damaging to industry.

Leading brands are racing to get out in 
front of the conversation. Coppertone has 
not been compelled to retest formulas, but 
announced in April the completion of an 
independent “assurance assessment” by 
global firm AccountAbility to shore up con-
sumer confidence in its sunscreen brand.

Based on its examination of Coppertone’s 
internal processes, systems, controls and 
performance guidelines, AccountAbility 
found that the company’s 10 top-selling 
sunscreen products in the US “consistently 
and reliably provide the level of sun protec-
tion that our consumers expect and trust us 
to deliver.” (Also see “Coppertone ‘Assurance 
Assessment’ Anticipates Criticism From Sun-
screen Reviews” - Pink Sheet, 22 May, 2017.)

Weiss noted that a growing number of 
cosmetic products feature SPF. With FDA 
potentially taking a growing interest in the 
SPF accuracy issue, companies unaccus-
tomed to playing on OTC drug turf may not 
fully appreciate the regulatory and enforce-
ment implications, he suggested.

“Make no mistake, this industry could be 
in for a real rude awakening, because [sun-
screen] is a drug and FDA can see records, 
seize records, do whatever they want with-
out a warrant,” he said. “Just understand and 
be forewarned.”

Consumer Reports says it notified FDA of 
its findings this year as it has in past rounds. 
According to an organization spokesper-
son, CR hasn’t officially petitioned the agen-
cy with requests for action, but “the agency 
did respond by thanking us for the data and 
expressing that they took our work and re-
sults seriously.”

CR is not aware of any specific actions the 
agency has taken to date in response to its 
research. “As we do with all federal agencies, 
we have an open dialogue and ongoing con-
versations,” the spokesperson said.  

“I can’t tell you how many 
retests of SPF are coming 
soon – but I think a lot, 

based on volume pickup.”  
– Craig Weiss,  

president, Consumer 
Product Testing Co.
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Advocacy Groups See Sunscreen Risks Where Industry 
Sees Efficacy
RYAN NELSON  ryan.nelson@informa.com

T he Environmental Working Group 
continues to rank mineral-based 
sunscreens more highly in its annual 

Guide to Sunscreens due to what it consid-
ers chemical filter risks, and concerns about 
oxybenzone, specifically, but that industry 
dismisses.

“Most non-mineral sunscreens score 
poorly in EWG’s sunscreen guide because 
they include potentially toxic additives, 
including oxybenzone, an endocrine-dis-
rupting chemical, or retinyl palmitate, an 
antioxidant additive that might damage 
sun-exposed skin,” the group explains in the 
“Imperfect Protection” section of its 2017 
sunscreen report.

According to EWG, few if any particles of 
zinc oxide and/or titanium dioxide in miner-
al sunscreens penetrate skin, making them 
generally safer choices for sun protection 
than chemical-based options, it suggests.

However, active ingredient particles in 
mineral formulas tend to be nano-sized, 
which can pose risks if they aren’t coated 
with inert chemicals to reduce photoactiv-
ity, EWG says.

Complicating matters further, the group 
notes Consumer Reports research suggest-
ing mineral sunscreens, compared with 
their chemical counterparts, are less likely 
to provide the level of SPF protection stated 
on labels.

In CR’s 2016 report, just 39% of mineral 
sunscreens it tested were found to have 
SPFs consistent with labeled claims (75% or 
greater than claims), compared to 69% of 
non-mineral sunscreens.

On average, mineral and non-mineral 
sunscreens tested at 64% and 86% of 
claimed SPF values, according to EWG’s 
summary of CR data.

Just as the Personal Care Products Coun-
cil has suggested, EWG says CR employs “a 
slightly different [SPF testing] method than 
the FDA mandates for sunscreen compa-
nies,” adding, “The reasons for the discrep-
ancy between Consumer Reports and man-
ufacturer’s reported SPF values are unclear.”

Much of the messaging coming from 

consumer health and environmental advo-
cacy groups regarding sunscreen products 
may be clouding the picture, not least of all 
EWG’s assertion that “most scientists and 
public health agencies – including the Food 
and Drug Administration itself – have found 
very little evidence that sunscreen prevents 
most types of skin cancer.”

While FDA has noted in its communica-
tions that no clinical study has shown sun-
screen use alone can prevent skin cancer, it 
allows marketers of sufficiently protective, 
broad-spectrum sunscreens to claim their 
products reduce skin-cancer risk when 
used in combination with other sun-protec-
tion measures. (Also see “EWG Report Smears 
Most Sunscreens, Questions Cancer Preven-
tion Efficacy” - Pink Sheet, 1 Jun, 2015.)

Again this year, PCPC pans EWG’s skin 
cancer commentary, saying it is “not just 
false – it is irresponsible.”

“Sun protection and sunscreen use are 
critical to preventing skin cancer and pre-
mature skin aging,” the trade group main-
tains. “According to the Skin Cancer Founda-
tion, approximately 90% of non-melanoma 
skin cancers and 86% of melanomas are 
associated with exposure to UV radiation. 
Daily use of an SPF 15 or higher reduces the 
risk of developing melanoma by 50%.”

PCPC also continues to reject EWG con-
cerns about oxybenzone. It says the UV fil-
ter that EWG claims is a potential endocrine 
disruptor and sensitizer is “unjustly criti-
cized every year.”

Chief Scientist Beth Jonas points out in 
PCPC’s May 23 statement that oxybenzone 
is one of the few FDA-approved ingredients 
that provides effective protection against 
a wide range of UVB and UVA rays, and its 
safety is backed by the American Academy 
of Dermatology, available peer-reviewed 
scientific literature and regulatory assess-
ments from national and international bod-
ies around the world.

Education and expert guidance clearly is 
important amid mixed messages from ad-
vocacy groups and obvious consumer con-
fusion, based on reader comments posted 
to CR’s website.

Consumers there seem to question their 
options in light of CR’s general recommen-
dation to seek out chemical sunscreens 
and the prevailing sentiment that anything 
“chemical” is dangerous.

Sunscreen marketers clearly have their 
work cut out of them in terms of counter-
ing misinformation, combating chemopho-
bia and reassuring consumers so that sun-
screen use, as PCPC phrases it, is “as much of 
a habit as using your seatbelt.”  

Much of advocacy groups’ 
messaging on sunscreen 

products may be clouding 
the picture for consumers, 

not least of all EWG’s 
assertion of “very little 

evidence that sunscreen 
prevents most types  

of skin cancer.”
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New Plain Language Labeling Rules Come Into Play  
For Non-Rx Drugs In Canada

N ew plain language labeling require-
ments for non-prescription drugs 
came into force in Canada on June 

13, introducing new obligations for spon-
sors to display safety information in a clear 
and easy-to-understand format. 

Sponsors of non-prescription drugs will 
have to include a new standardized table 
format on the outer labels of their products, 
quote mandatory contact information for 
users to report problems and adverse drug 
reactions, submit labeling mock-ups for 
review by Health Canada, and submit evi-
dence that their product’s name will not be 
confused with existing brand names.

Affected products should be in full com-
pliance with the drug facts table require-
ment at the retail level by June 30, 2021. 
This is when Health Canada will start verify-
ing compliance, the regulator said in a new 
guideline issued to help sponsors comply 
with the new requirements. 

The Canadian Drug Facts Table (CDFT) 
is similar to the nutrition facts table for 
foods in Canada and the drug facts box 
required for over-the-counter drugs in the 
US. It uses simple language and an easy-to-

read format to help consumers: compare 
and choose products; identify the active 
ingredient(s) and dosage; know what the 
product is used for; locate warnings and 
directions for use; identify inactive ingredi-
ents that are important to avoid potential 
allergic reactions; and know how to contact 
the manufacturer with product questions 
or concerns

While sponsors of natural health prod-
ucts, such as vitamins and minerals, do not 
have to comply with plain language label-
ing regulations, Health Canada is advis-
ing them to adopt a facts table, called the 
“Product Facts” table, on their product la-
bels as a best practice.

Regarding the requirement for submis-

sion of mock-ups, Health Canada clarified 
that this requirement will not be applied 
retroactively and that mock-ups will only be 
needed with submissions that are filed on or 
after June 13, 2017. Mock-ups will also not be 
required for submissions in queue for review. 

The current requirement to submit final 
labels after a drug is available for sale has 
been repealed under the plain language la-
beling regulations. Therefore, sponsors who 
file submissions on or after June 13 will not 
be required to submit final marketed la-
bels with their market notification as labels 
would be reviewed and finalized prior to 
approval, Health Canada explained.

The plain language labelling Initiative 
was launched in 2014 under which new 
regulations amending the Food and Drug 
Regulations (Labelling, Packaging and 
Brand Names of Drugs for Human Use) were 
issued. (Also see “’Plain language review’ in 
store for all drug labels in Canada under new 
regs” - Pink Sheet, 7 Jul, 2014.) New label-
ing requirements are already in place for 
prescription drugs and medicines that are 
administered or obtained through a health 
professional.   

Mock-ups will not be 
required for submissions 
that are in queue to be 

reviewed.
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