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Newly Approved OTC Eye Drop Could 
Boost Valeant Turnaround Outlook
MALCOLM SPICER  malcolm.spicer@informa.com

B ausch & Lomb Inc. plans in 2018 to 
launch the first US OTC ophthalmic 
solution containing brimonidine tar-

trate, emphasizing that it differs from the 
currently available nonprescription ingre-
dient to relieve ocular redness by selec-
tively constricting veins in the eye.

With market exclusivity for Lumify as the 
first OTC brimonidine eye drop, Bausch + 
Lomb likely will provide a significant reve-
nue boost for parent firm Valeant Pharma-
ceuticals International Inc., which is navi-
gating a turnaround following a turbulent 
period under its previous management. 

FDA’s Dec. 22 approval letter to Bausch 
+ Lomb notes Lumify was cleared as a 
0.025% brimonidine tartrate solution for 
the relief of redness of the eye due to mi-
nor eye irritations. 

In a same-day release, Valeant said it 
expects Lumify will be available at US re-
tailers in the second quarter of 2018. A 
Valeant spokesman said Bridgewater, N.J.-
based Bausch + Lomb will have three-year 
market exclusivity for Lumify.

FDA has authority under the Hatch-
Waxman Act to grant the exclusivity to 
OTC switches proposed in applications for 
which the agency required clinical trials. 
Rx brimonidine tartrate ophthalmic solu-
tions in higher dosages, initially approved 
in 1996, remain available, including from 
Bausch + Lomb.

According to the National Institute of 
Health’s Clinicaltrials.gov registry, Bausch 
+ Lomb in 2013 and 2014 conducted three 
clinical trials on the safety of brimonidine 
0.025% ophthalmic solution. The most 

recent, a 507-subject study completed 
in June 2014, featured children as well as 
adults, with at least 51% of the partici-
pants more than 40 years old.

Results of the three studies are not in-
cluded in each of the clinicaltrials.gov 
listings, and none of the studies were 
identified explicitly as trials of consumers’ 
nonprescription use of brimonidine oph-
thalmic solution.

Bausch + Lomb worked with ORA Inc. 
on the two earlier studies, which included 

adults and geriatric subjects. It licensed the 
brimonidine product from Eye Therapies 
Inc. (Also see “Deals Shaping The Medical In-
dustry, March 2013” - In Vivo, 4 Mar, 2013.)

LOWER TACHYPHYLAXIS RISK
Lumify will launch with a label indication 
of “relief of redness of the eye due to mi-
nor eye irritations,” an alternative to tet-
rahydrozoline hydrochloride 0.05%, the 
current ophthalmic solution indicated for 
redness relief available in the US that firms 
market under an FDA monograph.

Tetrahydrozoline is the ingredient in 
leading OTC eye drops from national and 
store brands and private label lines indi-
cated for redness relief, and in line exten-
sions with additional active ingredients 
and labeled with other indications (see 
table, p. 3).

Other OTC monograph ingredients with 
the same indication as tetrahydrozoline 
0.05% are used in ophthalmic solution for-
mulations that also include antihistamine 
ingredients and are labeled for allergy re-
lief, their primary marketing target.

Laval, Quebec-based Valeant stated in 
its release that tetrahydrozoline is a non-
selective solution that constricts blood 
vessels in the eye and can result in users 
developing a tolerance to the ingredient, 
causing “loss of effectiveness, as well as re-
bound redness.”

Brimonidine 0.025%, however, selec-
tively constricts veins, increasing the avail-
ability of oxygen to surrounding tissue and 
reducing the potential risk of the ingredi-
ent losing its effectiveness due to tachy-
phylaxis, users’ acute, sudden decrease in 
response to a drug.

Valeant’s release includes a statement 
by Paul Karpecki, an ophthalmic doctor 
and director of corneal services at Ken-
tucky Eye Institute, that tachyphylaxis may 
lead to overuse and potential corneal tox-

The front of a sample package of 
Valeant subsidiary Bausch + Lomb’s 

Lumify brimonidine eye drops, which 
FDA approved on Dec. 22 as the first 
OTC formulation of the ingredient.
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icity and that Lumify “is a very exciting op-
tion that I look forward to recommending 
to my patients.”

VALEANT POST-TURBULENCE 
VISION
Valeant could use launches of sales driv-
ers to boost revenues after a lengthy 
period under previous management 
that began with serial acquisitions and 
ended with scandals about high drug 
prices, a questionable relationship with a 
specialty pharmacy and accounting pro-
cedures that led to legal and regulatory 
investigations. (Also see “Valeant On Track 
With Debt-Reduction Goals, But Will It Be 
Enough?” - Scrip, 9 May, 2017.)

Bausch + Lomb was one of Valeant’s 
additions, absorbed for $8.7bn in 2013. 
(Also see “Bausch + Lomb Buy Vaults Vale-
ant Into Consumer Eye Care Space” - Pink 
Sheet, 3 Jun, 2013.)

The current management, led by CEO 
Joseph Papa, has been selling off assets 
to ease the more than $30bn debt bur-
den the Canadian firm had incurred.

Valeant in November reported better-
than-expected earnings for the third 
quarter with net income of $1.30bn af-
ter loss of $1.22bn for year-ago period, 
though revenues fell 10.5% to $2.22bn. 
The firm said it had reduced total debt by 
about $6bn since the 2016 first quarter, 

reducing the total to around $27bn. (Also 
see “Valeant Returns $1bn Female Libido 
Drug For Free” - Scrip, 7 Nov, 2017.)

The firm’s share price dropped the day 
of the Lumify approval announcement, 
the final day of trading before a three-
day break in the US for the Christmas 
holiday. It bounced on Dec. 26 from an 
opening of $21.89 to $22.20 but closed at 
$21.65 and continued downward the rest 
of the week and was at $21.10 in trading 
through mid-afternoon on Dec. 29.

Analysts have yet to note Valeant’s OTC 
switch win, but have identified Bausch + 
Lomb, including its OTC lines, as a pillar 
of the firm’s future, along with its inter-
national business and its Salix Pharma-
ceuticals Ltd. unit, which markets the 
irritable bowel syndrome drug Xifaxan 
(rifaximin).

“The company’s ability to grow these 
durable businesses will be critical for the 
stock, in our view,” Deutsche Bank Mar-
kets Research analysts said in a Nov. 16 
research note.

On Dec. 1, BTIG Equity Research ana-
lysts were more definite about Bausch + 
Lomb’s value to Valeant. “Bausch + Lomb 
appears to be [Valeant’s] strongest seg-
ment, benefiting from its global presence, 
and new contact lens product offerings,” 
the say.

“In sum, we think the turnaround at the 
Co. remains a work in progress,” the BTIG 
analysts add.  

SLOW PERIOD FOR 
OTC SWITCHES

Eye drops for redness or other 
indications are not the most highly 
anticipated additions to the US OTC 
market, but moving any ingredient 
from Rx to nonprescription distribu-
tion provides a welcome jolt to the 
industry largely stymied by FDA in 
the switch arena.

CDER encourages firms to inquire 
about developing applications to 
switch Rx ingredients indicated 
for chronic conditions, led by high 
cholesterol, and for five years it has 
considered stakeholders’ comments 
on its Nonprescription Safe Use 
Regulatory Expansion initiative, 
considering potential changes in 
its switch application and approval 
process so sponsors could propose 
novel switches. (Also see “CDER Talks 
Switches, Monograph ‘More Than Ever,’ 
But Mum On Changes” - Pink Sheet, 
23 May, 2016.) However, the absence 
of guidance or a rulemaking from 
FDA around NSURE and the failure 
of three switch applications for an Rx 
statin, as well as the end of a fourth 
application before it was submitted, 
has discouraged firms from submit-
ting novel switch proposals. (Also see 
“FDA’s OTC Naloxone Study Is A Start-
ing Point For Other Switches, Not A 
Roadmap” - Pink Sheet, 16 May, 2017.)

FDA’s most recent OTC switch ap-
proval came in June for Galderma 
Laboratories L.P.’s Differin Gel (ada-
palene gel 0.1%), the first OTC acne 
ingredient approved in the US in 20 
years. (Also see “Differin Gel Enters 
Changed Marketplace Since Last OTC 
Acne Drug Approval” - Pink Sheet, 22 
Aug, 2016.)

OTC Monograph Ingredients Provide Relief, Protection 
INDICATION FORMULATION

Relief of redness of the eye due to minor 
eye irritations.

Tetrahydrozoline HCl 0.05%.

Relief of redness of the eye due to minor 
eye irritations; for use as a protectant 
against further irritation or to relieve dry-
ness of the eye.

Tetrahydrozoline HCl 0.5%; lubricants  
dextran 70 0.1%, polyethylene glycol 400 
1%, povidone 1%.

Temporary relief of burning and irritation 
due to dryness of the eye; for use as a 
protectant against further irritation or to 
relieve dryness of the eye; relieves redness 
of the eye due to minor eye irritations.

Tetrahydrozoline HCl 0.05%; lubricants 
glycerin 0.2%, hypromellose 0.36%, 
polyethylene glycol 400 1%; astringent 
zinc sulfate.
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US FDA Moves Homeopathic Drug Enforcement  
To Risk-Based Approach
MALCOLM SPICER  malcolm.spicer@informa.com

T he US FDA will put more teeth into 
its homeopathic drug industry over-
sight under a draft guidance that 

identifies problems it will target for enforce-
ment while allowing the products to remain 
available without pre-market approval.

The draft guidance published Dec. 18 
also does not specify testing of homeo-
pathic ingredients for certain indications 
but states that FDA will use an enforce-
ment approach similar to its oversight of 
conventional OTC and Rx drugs that are 
marketed following agency evaluation of 
applications or nonprescription products 
available under monographs.

The list of problems with homeopathics 
where FDA will “prioritize enforcement and 
regulatory actions” includes products with 
routes of administration other than oral 
and topical or intended to be used for the 
prevention or treatment of serious or life-
threatening diseases and conditions, the 
draft guidance states. (For complete list of 
prioritized areas, see table.)

“It means that FDA is evolving its ap-
proach to regulating homeopathic prod-
ucts to one that reflects the current market 
and is consistent with FDA’s other risk-
based regulatory approaches,” said Janet 
Woodcock, director of the agency’s Center 
for Drug Evaluation and Research, in a me-
dia briefing.

Woodcock was quick to clarify, though, 
that FDA is not moving to requiring pre-
market approval for the products, a recom-
mendation some stakeholders in the phar-
ma and health care industries make.

“FDA does not intend to take action 
against all homeopathic products that 
have not been FDA approved nor are we 
aiming to remove all homeopathic prod-
ucts from the market. In fact, we recognize 
that many homeopathics likely fall outside 
the risk-based categories described in the 
draft guidance,” the CDER director added.

Donald Ashley, director of CDER’s Of-
fice of Compliance, said FDA enforcement 
against products in those categories is 
impeded by its current policy for homeo-

pathic oversight, established in a 1988 
compliance policy guide that defines the 
ingredients allowed for marketing in the US 
as those included in the Homeopathic Phar-
macopeia of the United States’ monograph. 
The draft states that upon finalization of the 
“Drug Products Labeled as Homeopathic” 
guidance, the CPG will be withdrawn.

“The CPG is not a risk-based enforcement 
policy and I’ll have to say we’ve actually 
found it challenging to be able to respond 
to some of the higher-risk products that 
we’ve encountered over the years, in par-
ticular more recently in time,” Ashley said 
during the briefing.

The more-than 60 warning letters FDA 
has submitted to homeopathic firms over 
the past 15 years aren’t enough to rein in 
violative claims or manufacturing prob-
lems in the sector, he added. That’s partly 
because many of the products are manu-
factured outside the US.

“We’ll issue import alerts to make sure 
that problematic products are not allowed 
in the US,” Ashley said.

Woodcock pointed out that repeat of-
fenders would be enforcement targets un-
der the guidance. “We have a whole range 
of additional options for those that provide 
unsafe products or have repeated prob-
lem,” she said.

‘APPROPRIATE JUNCTION’ TO 
CHANGE
Recent problems, FDA Commissioner Scott 
Gottlieb said, are an impetus for moving 
from the CPG to a risk-based enforcement 
approach while maintaining consumer ac-
cess to compliant products.

“As a public health agency we must bal-
ance both allowing access to the alternative 
treatments and protecting consumers who 
choose to use homeopathic products from 
those drugs that have potential to cause sig-
nificant risks to patients,” Gottlieb said.

“With this in mind we believe we are at an 
appropriate junction to adapt our regula-
tion of homeopathics to reflect the current 
complexity of the market.”

FDA made known its latest problem in 
the space in a same-day warning letter to 
Canadian firm Deserving Health Interna-
tional Corp. on good manufacturing prob-
lems violations in the production of its Sym-
bio Muc Eye Drops 5X homeopathic drug. 
Gottlieb noted that the firm also makes a 
product containing an ingredient that can 
result in penicillin contamination, penicil-
lium notatum, but did not address poten-
tial risks of the ingredient reaching its eye 
drops or other products.

Other problems FDA noted in announc-
ing the draft guidance include:

CDER Director  
Janet Woodcock:  

“FDA is evolving its  
approach to regulating 
homeopathic products.”

CDER Office of 
Compliance Director 

Donald Ashley:  
“We’ve actually found it 

challenging to be able to 
respond to some of the  
higher-risk products.”

Commissioner  
Scott Gottlieb:  

“We are at an  
appropriate junction to  
adapt our regulation of 

homeopathics.”
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 • A September 2016 warning to consum-
ers about homeopathic teething tablets 
and gels containing belladonna after 
FDA some contained elevated and in-
consistent levels of the toxic substance 
with an unpredictable response in chil-
dren under 2. (Also see “FTC Homeopath-
ic Disclaimer Policy Should Prompt FDA 
Changes – Advocacy Group” - Pink Sheet, 
21 Nov, 2016.)

 • FDA found Standard Homeopathic Co.’s 
Hyland’s Teething Tablets contained vary-
ing amounts of belladonna and the firm 
applied substandard control to manufac-
turing the products. (Also see “Inspection, 
AERs Prompt Hyland’s Teething Tablets Re-
call” - Pink Sheet, 8 Nov, 2010.)

 • In 2009, Matrixx Initiatives Inc. removed 
its top-selling product, Zicam nasal swabs, 
after FDA inspectors found hundreds of 

adverse event reports received by the firm, 
but not forwarded to the agency, indicat-
ing that users were losing their sense of 
smell due to intranasal application of the 
ingredient zinc. (Also see “Zicam Lawsuits 
Multiply, But Matrixx Is Confident History 
Will Repeat Itself” - Pink Sheet, 29 Jun, 2009.)

Woodcock also noted that FDA has 
warned a homeopathic marketer about lax 
control of the amount of nux vomica, which 
contains strychnine, going into its products. 
“If you’re working with strychnine you don’t 
want to mess around with being sure of 
that,” she said.

FDA published the draft after opening a 
docket and conducting a two-day public 
hearing in 2015 on recommendations for 
changes to its homeopathic industry over-
sight. (Also see “FDA Examination Of Homeo-
pathic Regulation Looks Beyond Safety His-
tory” - Pink Sheet, 27 Apr, 2015.) CDER, said 

Woodcock, “considered every one of the 
more than 9,000 comments” before writing 
the draft guidance.

The draft guidance also comes after the 
Federal Trade Commission, which regulates 
advertising claims for OTC homepathics as 
it does for all consumer products, in Novem-
ber 2016 published an “Enforcement Policy 
Statement” stating that OTC homeopathics 
need disclaimers about the lack of what the 
commission considers a scientific basis for 
their claims. It published the statement a 
year after the comment period closed on 
a review of homeopathic advertising regu-
lation it launched largely because of the 
market’s shift from primarily Rx products 
prescribed for individual users to mass-
market formulations sold nationwide. (Also 
see “OTC Homeopathic Labels Must Include 
Scientific Disclaimers – FTC” - Pink Sheet, 15 
Nov, 2016.)  

Homeopathic Market Regulatory Priorities
 REGULATORY PRIORITIES EXAMPLES OF ENFORCEMENT PROMPTS

Products with reported 
 safety concerns.

MedWatch reports or other information submitted to FDA can indicate or signal a potential  
association between the product and an adverse event, medication errors or other safety issues.

Products for routes of  
administration other than  
oral and topical.

Unapproved injectable drug products and unapproved ophthalmic drug products pose a greater 
risk of harm to users due to their routes of administration (e.g., bypassing some of the body’s  
natural defenses, differences in absorption) and the potential risk of harm from contamination.

Products that contain or purport 
to contain ingredients associated 
with potentially significant safety 
concerns.

Potentially significant safety concerns are raised by products that contain or purport to contain 
an infectious agent with potential to be pathogenic; a controlled substance; multiple ingredients 
that, when used in combination, raise safety concerns due to possible interactions, synergistic  
effects or additive effects of the various ingredients; or ingredients that pose potential toxic  
effects, particularly when concentrated or in low dilution presentations (e.g., 1X, 2X, or 1C), or  
not adequately controlled in the manufacturing process.

Products intended to be used for 
the prevention or treatment of 
serious and/or life-threatening 
diseases and conditions.

Unapproved products for serious and/or life threatening diseases and conditions raise public 
health concerns, in part, because they may cause users to delay or discontinue medical treatments 
that have been found safe and effective through the NDA or BLA approval processes.

Products for vulnerable  
populations.

Patient populations such as immunocompromised individuals, infants and children, the elderly 
and pregnant women may be at greater risk for adverse reactions associated with a drug  
product, even if it contains only small amounts of an ingredient, due to their varying ability to  
absorb, metabolize, distribute, or excrete the product or its metabolites. These populations may 
also be at greater risk of harm by foregoing the use of medical treatments that have been found 
safe and effective through NDA or BLA approval processes or under an OTC monograph.

Products deemed adulterated 
under the FD&C Act.

If a product purports to be or is represented as a product recognized in the official US  
Pharmacopoeia, official Homoeopathic Pharmacopoeia of the US, official National Formulary or 
any supplement to any of them but its strength, quality, or purity differs from the standards set 
forth in that official compendium), or if there are significant violations of current good  
manufacturing practice requirements.
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Nonprofit Pharma Targets Making Naloxone  
Available OTC, Trimming Price
EILEEN FRANCIS  eileen.francis@informa.com

H arm Reduction Therapeutics Inc. 
is taking a nonprofit approach to a 
naloxone OTC switch with a goal of 

offering it in “every drug store in America” 
to help prevent opioid-related deaths, says 
founder and CEO Michael Hufford. 

Hufford said the Pittsburgh firm seeks 
to raise $10m funding to conduct research 
for an OTC switch application and eventu-
ally launch a naloxone product at a low cost 
with broad availability in some 110,000 re-
tail locations, including 35,000 drug stores 
as well as gas stations and convenience 
stores. It also seeks to make the drug wide-
ly available to first responders including 
emergency medical technicians, law en-
forcement officers and firefighters. Harm 
Reduction Therapeutics is registered as a 
tax exempt nonprofit under section 501(c)
(3) of the US tax code.

Naloxone is an opioid antagonist indi-
cated for complete or partial reversal of 
opioid overdose, including respiratory 
depression. An OTC version would be an 
intranasal product, the format emergency 
services personnel prefer to use for opioid 
overdoses, the cause of 100 deaths in the 
US per day, Hufford said in an interview.

“I’ve been doing drug development for 
20 years and fundamentally, people’s lives 
are being lost because of a combination of 
inadequate access and excessive cost” for 
naloxone, said Hufford, who has co-found-
ed multiple pharma, medical device and 
mobile health companies, led pharmaceu-
tical development teams through FDA ap-
provals and assisted in Rx-to-OTC switches.

Multiple injectable naloxone generics are 
available by prescription in the US for use 
by medical professionals and emergency 
personnel; two other Rx products in some 
states are also being made available to con-
sumers: the Evzio auto-injector currently 
marketed by kaleo Inc. and Adapt Pharma 
Ltd.’s Narcan nasal spray. The ingredient 
originally was approved by FDA in 1971 and 
went off patent in 1985. (Also see “Ampha-
star’s Naloxone Nasal Spray Delayed; User 
Human Factors Study Among FDA Concerns” 

- Pink Sheet, 21 Feb, 2017.)
In October, President Trump declared the 

epidemic of people abusing opioid drugs 
prescribed for pain or using heroin instead 
of legal substances a national public health 
emergency and directed all executive agen-
cies to use “every appropriate emergency 
authority” to stem the crisis. (Also see “De-
claring Opioid Emergency, Trump Touts FDA 
Actions, NIH-Industry Partnerships” - Pink 
Sheet, 26 Oct, 2017.)

NALOXONE PRICE UP,  
HEROIN DOWN
Hufford says he is “sickened” that the opioid 
abuse crisis has spiked naloxone prices. He 
noted in a recent blog on the firm’s website 
that a nasal spray or auto-injector for use 
by nonmedical personnel costs $110 and 
$4,000 as the prices have increased  95% to 
500% over the past few years.

Conversely, as naloxone’s cost has in-
creased and its availability remains largely 
unchanged, the cost of heroin has dropped 
amid growing availability. “What’s hap-
pened to heroin versus naloxone, they are 
tragic mirror images of each other,” he said.

Some states have made Evzio and Narcan 
available nonprescription from pharmacies, 
or through pharmacists’ prescriptions. In 

RESPONSE TO  
FDA PUSH

Harm Reduction Therapies 
targeted a naloxone OTC switch 
after FDA Center for Drug Evalu-
ation and Research officials said 
at a May 2017 consumer health 
regulatory conference that the 
agency had funded labeling 
studies about OTC use, assessing 
whether pictograms could show 
“how to safely use naloxone, 
including when it is appropriate 
to purchase it and how to use 
it in an emergency.” Division of 
Nonprescription Drug Products 
Director Theresa Michele said 
the research could spur industry 
interest in resolving unmet public 
health need and encouraged 
manufacturers to correspond 
with the agency regarding poten-
tial switch applications. (Also see 

“FDA’s OTC Naloxone Study Is A 

Starting Point For Other Switches, 

Not A Roadmap” - Pink Sheet, 16 

May, 2017.)

Hufford said FDA’s effort to 
prompt switch applications is “re-
markable” and “unprecedented” 
and struck a chord with him.

“As we started talking about it 
and looking into it, we got more 
and more frustrated with the 
status quo that someone needed 
to do something about it and that 
someone should be us.”

Michael Hufford: “People’s lives are being lost 
because of a combination of inadequate 
access and excessive cost” of naloxone.
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addition to local pharmacies, national drug 
chains are offering less stringent access to 
the products where allowed.

But pharmacy sales are ”completely insuf-
ficient to address the epidemic,” Hufford said. 
The drug still is not inexpensive – $110 for a sin-
gle nasal spray in the Pittsburgh area, he said.

Access to naloxone still is limited in behind-
the-counter distribution because “you still 
have to interact with the pharmacist, you still 
have to know what it is in the first place and 
you are left paying retail or if you have insur-
ance, the co-pay,” he said.

Additionally, with the drug needed in 
emergencies, broader access in venues such 
as service stations and convenience stores 
would make it easier to obtain than from a 
pharmacist.

“Statistically, the most likely person to be 
present at an overdose is another opioid user, 

and they may be hesitant to interact with 
a pharmacist in that situation. So you want 
them to have it in case they need it to rescue a 
friend or family member,” Hufford said.

Hufford said Harm Reduction Therapeu-
tics plans to offer OTC naloxone at a price 
that will cover manufacturing costs, “func-
tionally at breakeven.”

“My goal, to the extent to which we are 
successfully fundraising, it would be pos-
sible to actually sell [the OTC drug] into the 
retail supply chain at or below cost. The 
extent to which you have already covered 
your cost and raise money above that, you 
would actually use some of that money to 
offset manufacturing cost.”

A nonprofit pharma firm is “an oxymoron 
in lay people’s minds, and the antithesis of 
how they think of the pharmaceutical in-
dustry,” Hufford said. Consumers view firms 

as driven by profit even though drug re-
search and development is costly, he said.

“This is a small opportunity to rehabili-
tate our image and renew that social con-
tract that when things go off patent and are 
available in generic form and are life-saving, 
we have a responsibility to make sure we 
are fixing the problems of cost and access.”

PUBLIC AWARENESS KEY
A naloxone OTC switch’s success will be 
only as good as consumers’ awareness it’s 
available. Harm Reduction Therapeutics is 
in talks with a group about a public edu-
cation campaign to inform consumers in 
much the same way other OTC switch ad 
campaigns do.

Hufford said he “would love to” have 
support from the Consumer Healthcare 
Products Association trade group “We have 
had some informal communication with 
folks there to let them know we are doing 
this, but I haven’t asked for support at this 
point. So, when the time is right we would 
absolutely reach out to CHPA to make use 
of their tremendous public education net-
works and capabilities.”

CHPA has conducted campaigns to edu-
cate consumers on OTC use and disposal 
and has ongoing work with several coun-
ties in the US on proper disposal to counter 
the momentum from local governments 
and one state to require the drug indus-
try to pay for takeback programs. (Also see 
“CHPA Optimistic Voluntary Drug Takeback 
Efforts Will Stall Spread Of Mandates” - Pink 
Sheet, 6 Jan, 2017.)  

Adapt Pharma’s Narcan nasal spray, 
above, and the Evzio auto-injector 

marketed by kaleo, below, are deemed Rx 
by FDA but are available nonprescription 

from pharmacists in some states.

Evzio labeling includes a pictogram in usage 
instructions, a format FDA has studied for label 

comprehension for an OTC naloxone.

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

perspectives from insiders and thought leaders across the globe.  
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HHS Regulatory Agenda Omits Drug Pricing Actions – 
Unless OTC Switches Still Count
MICHAEL MCCAUGHAN michael.mccaughan@previsionpolicy.com

T he US Department of Health and Hu-
man Services' list of regulatory pri-
orities for 2018 includes one notable 

omission: there is no agenda item that fo-
cuses on addressing prescription drug costs.

The Trump Administration used the 
annual update to the federal regulatory 
agenda as an opportunity to reinforce the 
de-regulatory theme of the White House, 
and had all cabinet departments include a 
narrative statement of priorities along with 
the list of pending rules. HHS’ Dec. 14 state-
ment of regulatory priorities is noteworthy 
in that it does not even pay lip service to the 
idea of controlling prescription drug costs 
via regulatory action in the coming year. 

Nor does the accompanying list of pend-
ing rules include any focus on significant 
changes to policies that affect pricing. 

The broad themes outlined by HHS could 
easily lend themselves to a focus on drug 
costs. HHS sets three overarching priorities:

 • “More Effectively Meeting the Needs of 
Individuals,”

 • “Empowering Individuals and Commu-
nities Through Reducing Regulatory 
Burden,” and

 • “Maximizing the Impact of Every Fed-
eral Dollar Spent.”

LINE EXTENSION, 340B REGS 
POSSIBLE
However, the only reference to drug pric-
es in the statement relates to pending 
rulemaking for the 340B program, which 
HHS somewhat misleadingly describes 
as “imposing civil monetary penalties on 
drug manufacturers who knowingly and 
intentionally charge 340B program par-
ticipants a price higher than the program 
ceiling price.”

In fact, the new rule identified in the 
regulatory agenda will be amending a fi-
nal rule on civil monetary penalties in the 
340B program to make it easier for manu-
facturers to demonstrate compliance – 
and, potentially, to eliminate the “penny 
pricing” requirement previously set by 

the Health Resources & Services Adminis-
tration.   (Also see "340B Penny Pricing, Civil 
Monetary Penalty Revisions On Deck In Pro-
posed Rule" - Pink Sheet, 15 Dec, 2017.)

The only other pending regulation iden-
tified by HHS that relates directly to drug 
pricing is a plan to finalize the definition 
of “line extensions” for purposes of a new 
Medicaid rebate provision enacted as part 
of the Affordable Care Act in 2010.

CMS’ original proposed definition of “line 
extensions” that are subject to the enhanced 
rebate was viewed by many in industry as 
overly broad and potentially unworkable. 
The agency backed away from that defini-
tion in a final rule updating the Medicaid 
rebate program in 2016 – but invited com-
ments on how to better define “line exten-
sions” for purposes of the new rebate.

HHS’ description of the upcoming “final ac-
tion” does not suggest any significant changes 
to the current policy. “This final rule responds 
to comments on the definition and identifica-
tion of line extension drugs for which we re-
quested comments in the Covered Outpatient 
Drug final rule with comment published on 
February 1, 2016,” HHS says. 

The line-extension definition has been 

coupled with another hold over issue from 
the February rule, a delayed effective date 
for inclusion of sales in US territories in the 
pricing calculation for rebate purposes. HHS 
says the new rule will be out in February.

UPDATING OTC SWITCH REGS
The regulatory agenda does include pro-
posed action on a long-debated effort to up-
date FDA’s approach to OTC switch approvals 
by considering technology tie-ins or other ap-
proaches to ensure safe use.

The enhanced OTC switch authority could 
be framed as a drug pricing action by FDA. 
The agency kicked off an effort to review 
ideas to apply new technology or other regu-
latory tools to allow safe OTC use of a broader 
range of products under the Obama Adminis-
tration. The effort was explicitly viewed by the 
Obama health team as an opportunity to sup-
port the health care reform effort by lowering 
health insurance costs, since OTC medications 
are generally paid out-of-pocket.

FDA moved forward to solicit ideas and 
hosted a two-day meeting in 2012 that 
opened up a range of possible approaches. 
The initiative, dubbed NSURE, did not pro-
ceed from there to any more formal imple-
mentation process – in part because FDA and 
industry began to work more intensively on 
an overhaul of the OTC monograph process. 

Still, ideas to enhance OTC access continue 
to be prominent politically in two contexts:

As part of the response to the addiction 
crisis, with calls to make access to opioid 
overdose reversal agents (Narcan) a regular 
theme; and 

In the context of the controversy over 
EpiPen’s price increases, as a way to apply 
more pricing pressure.

FDA is now working on a proposed rule 
that will outline a “framework” for imple-
menting the NSURE model, with an August 
2018 target date to release the proposal.

“The proposed rule is intended to increase 
access to a wider variety of nonprescription 
drug products,” HHS says. “Under the pro-
posed rule, an applicant could submit an 
application to FDA for approval of a nonpre-

“Certain prescription 
medications may have 
comparable risk-benefit 

profiles to over-the-counter 
medications .... However, 

appropriate consumer 
selection and use may be 
difficult to achieve in the 
nonprescription setting 

based solely on information 
that may be included in 

labeling.” – HHS

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/PS122194/HHS-Regulatory-Agenda-Omits-Drug-Pricing-Actions--Unless-OTC-Switches-Still-Count?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/PS122194/HHS-Regulatory-Agenda-Omits-Drug-Pricing-Actions--Unless-OTC-Switches-Still-Count?utm_medium=pdf&utm_source=pink
mailto:michael.mccaughan@previsionpolicy.com
https://pink.pharmaintelligence.informa.com/articles/2017/12/15/340b-penny-pricing-civil-monetary-penalty-revisions-on-deck-in-proposed-rule?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/articles/2017/12/15/340b-penny-pricing-civil-monetary-penalty-revisions-on-deck-in-proposed-rule?utm_medium=pdf&utm_source=pink
https://pink.pharmaintelligence.informa.com/articles/2017/12/15/340b-penny-pricing-civil-monetary-penalty-revisions-on-deck-in-proposed-rule?utm_medium=pdf&utm_source=pink


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

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

scription drug product with a requirement 
that ensures consumers’ appropriate self-se-
lection, appropriate actual use, or both in or-
der to obtain the drug without a prescription.”

“Nonprescription products have tradi-
tionally been limited to drugs that can be 
labeled with information for consumers to 
safely and appropriately self-select and use 
the drug product without supervision of a 
health care provider,” HHS continues.

“There are certain prescription medica-
tions that may have comparable risk-ben-
efit profiles to over-the-counter medica-
tions in selected populations. However, 
appropriate consumer selection and use 
may be difficult to achieve in the nonpre-
scription setting based solely on informa-
tion that may be included in labeling.”

As a result, “FDA is proposing regula-
tions that would allow for approval of a 

nonprescription drug product that would 
have additional requirements that could 
be met by consumers to obtain the drug 
without a prescription. The proposed rule 
outlines a framework for the use of innova-
tive approaches to assist consumers with 
nonprescription drug product self-selec-
tion or use. This pathway should lead to 
approval of a wider range of nonprescrip-
tion drug products.”  

Amarin Not Giving Up On Omega-3 Trade Battle
MALCOLM SPICER  malcolm.spicer@informa.com

Amarin Corp. PLC continues to wage 
its battle to force the International 
Trade Commission, or perhaps FDA, 

to decide explicitly whether some products 
marketed as dietary supplements unfairly 
compete with its ethyl-ester eicosapentae-
noic acid omega-3 drug,

Amarin had asked ITC to investigate its 
complaint that the imported supplement 
products may violate fair trade rules. ITC 
recently declined to undertake such a re-
view. Information submitted for ITC's con-
sideration included FDA's advice that such 
evaluations are in FDA's purview, not the 
trade panel's.

The company now has submitted a peti-
tion to the US Circuit Court of the Federal 
Circuit, asking it to order an ITC investiga-
tion. Among its arguments in the Dec. 1 
petition, Amarin questions FDA's position, 
given that the agency's acknowledged lack 
of sufficient resources to effectively regu-
late the supplement market may prevent it 
from reviewing all industry concerns. Ama-
rin also says FDA in effect usurped ITC's own 
authority.

"When manufacturers incorrectly de-
cide that a drug is a dietary supplement, 
FDA can only police the purported dietary 
supplement’s lack of compliance with the 
[Food, Drug and Cosmetic Act] by relying 
on enforcement actions, warning letters, 
and other measures taken after a product 
is brought to market. Because of limited 
resources, however, the agency cannot pur-
sue every violation," according to Amarin, 
which markets Rx drug Vascepa (icosapent 
ethyl), a synthetically produced ethyl-ester 

eicosapentaenoic acid (EPA) omega-3 indi-
cated to reduce triglyceride levels in adults 
with severe hypertriglyceridemia.

The FDCA prohibits private actions to en-
force FDA regulations. But this should not 
stop ITC "from applying or interpreting the 
act when private parties invoke rights of ac-

tion under other statutes," such as advertis-
ing and trade regulations, Amarin's also says 
in its petition for a writ of mandamus – an 
order to compel a judicial or government 
officer or agency to perform a duty. "Com-
petitors do not have an open field to engage 
in unfair trade practices like falsely labeling 
unapproved drugs as dietary supplements 
merely because FDA lacks the resources to 
enforce the FDCA against every violator." 

Amarin's petition was authored by compa-
ny counsel and attorneys with King & Spald-
ing LLP in Washington. The Dublin-based 
firm's original ITC complaint targets syn-
thetically produced omega-3 oil as dietary 
supplement ingredients or as finished prod-
ucts or 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. It ar-
gues 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 in-
gredients under FDA regulations for supple-
ment manufacturing and marketing. (Also 

Amarin Rx drug Vascepa (icosapent ethyl), a 
synthetically produced ethyl-ester 

eicosapentaenoic acid omega-3 indicated to 
reduce triglyceride levels in adults with 

severe hypertriglyceridemia.

“Competitors do not have an open field to engage in  
unfair trade practices like falsely labeling unapproved 

drugs as dietary supplements merely because FDA lacks 
the resources to enforce the FDCA against every violator.”  

– Amarin petition to Federal Circuit
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see "Omega-3 Drug Firm’s Trade Complaint 
Questions US Dietary Ingredient Standards" - 
Rose Sheet, 5 Sep, 2017.)

FDA advised ITC should not investigate 
Amarin's complaint, saying the firm was 
asking the commission to do FDA's job by 
deciding whether certain omega-3 supple-
ments are unapproved drugs. FDA asserted 
that its expertise is needed to determine 
the answers Amarin seeks and suggested 
that the firm could file a citizen petition 
with FDA asking for the determination. 
(Also see "FDA Objects To Amarin Trade Com-
plaint Against Omega-3 Ingredients" - Pink 
Sheet, 11 Oct, 2017.)

ITC, an agency of the Department of Com-
merce, announced late October it would not 
open an investigation, saying Amarin did 
not allege an unfair method of competition 
or an unfair act by the 18 omega-3 supple-
ment marketer and ingredient providers it 
had identified as proposed respondents. (Also 
see "Trade Panel Bolsters FDA's View In Amarin 
Omega-3 Complaint" - Pink Sheet, 30 Oct, 2017.)

'FACING UNFAIR COMPETITION'?
In its request to the Federal Circuit, Amarin 
repeats a plea about unfair competition stat-
ed in its ITC complaint, that its litigation is 
aimed at protecting its competitive interests 
for Vascepa. The firm also filed a separate pe-
tition asking the Federal Circuit, in the event 
it does not order ITC to investigate its com-
plaint, to review the commission's decision 
dismissing its request.

"When Amarin brought Vascepa to mar-
ket, it made the significant investments 
needed to comply with US law and sell its 
product as an FDA-approved drug. The com-
pany is now facing unfair competition from a 
small group of omega-3 products that are in 
reality unapproved, imported drugs that are 
being falsely sold and deceptively described 
'dietary supplements'," the petition states.

During the firm's third-quarter earnings 
briefing in November, Amarin General Coun-
sel Joseph Kennedy also described the liti-
gation's impetus and purpose, saying some 
omega-3 supplement marketers "synthetical-
ly alter their products to concentrate the EPA 
in the fish oil and the [docosahexaenoic acid] 
in the fish oil to get a higher level of efficacy."

"As we look back at the regulatory scheme 
and FDA's interpretation of that, we believe 
that those products should be classified as 
drugs under the regulatory scheme. So, we 

see those products as essentially competing in 
a way that's unfair," said Kennedy, who also is 
Amarin's chief compliance officer and execu-
tive vice president of strategic initiatives.

The Global Organization for EPA and DHA 
(docosahexaenoic acid) Omega-3s trade 
group says the market for the supplements 
and FDA's regulation of the products have not 
changed since the ITC complaint was rejected.

"We feel that if ITC was ordered by the courts 
to institute an investigation that the Commis-
sion would ultimately find that it is acceptable 
for concentrated EPA and DHA products to be 
sold as dietary supplements. The core issues at 
the center of the case have not changed," said 
GOED President Adam Ismail.

Amarin's ITC complaint doesn’t chal-
lenge the adequacy or effectiveness of FDA 
regulations for supplement label claims or 
for determining whether an ingredient is 

safe for use in a product, but it raises gen-
eral questions about using synthetic dietary 
ingredients in supplements and about ap-
plication of the regulation that prohibits 
substances previously identified as IND 
candidates from use as dietary ingredients.

ITC MANDATED TO INVESTIGATE?
FDA contended that Amarin asked ITC to do 
the drug agency's work, but the firm argues 
that the commission is required by federal 
advertising and trade regulations to inves-
tigate its complaint.

"Nothing in Amarin’s complaint requires 
the commission to enforce the FDCA or re-
solve any issue that would require scientific 
expertise," and ITC's "non-institution deci-
sion constitutes a clear abuse of discretion," 
according to the petition.

A mandamus is warranted because the 

NO ’ADMINISTRATIVE LEEWAY’ FOR ITC?

Amarin's attorneys argue that ITC decisions against investigating fair trade 
complaints are rare for multiple reasons, one being that the Tariff Act says the 
commission "shall" investigate any alleged violation. "The statute provides no 
room for administrative leeway," the firm contends.

The petition point outs the Federal Circuit in previous rulings "has likened 'shall' 
in this context to 'the language of command,' necessitating 'strict compliance' 
and permitting termination of an investigation only in statutorily defined cir-
cumstances, 'interpreted narrowly'.”

Similarly, the Supreme Court also has said that when a statute uses “may” and 
“shall” in different provisions, “'shall' denotes a 'requirement' and 'imposes a 
mandatory duty' on the agency," according to the petition.

Although the Sec. 337 Tariff Act also uses "more permissive language" in defin-
ing ITC's obligations, Amarin's complaint does not fall into any area that allows 
the commission not to investigate, the petition says.

Additionally, ITC data and a professional group's observation show that the 
commission's "historic practice confirms that the statute means what it says," 
according to the petition. The commission, which does not disclose statistics on 
cases it has declined to investigate, says its decisions "not to institute an investi-
gation are rare.”,

Research shows that of the far more than 1,000 Sec. 337 complaints filed over 
the past 20 years, ITC " declined to institute an investigation in only a small 
handful," and the ITC Trial Lawyers Association says, "Only in extremely rare cir-
cumstances does the ITC decide not to institute an investigation,” Amarin says.
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Sec. 337 of the Tariff Act, which prohibits un-
fair acts and unfair methods of competition 
involving imports, "mandates that the Com-
mission institute an investigation where, as 
here, a complaint’s properly pleaded allega-
tions raise claims within the commission’s 
jurisdiction" and ITC's "reasons for not insti-
tuting an investigation rest on a clear mis-
understanding and violation of controlling 
precedent," the petition states.

Additionally, Amarin argues its allegations 
are not among the "few specifically enumer-
ated and narrowly drawn exceptions to the 
commission’s mandatory obligation to insti-
tute an investigation" fair trade complaints. 
One exception is for complaints that allege 
violations of antidumping and countervail-
ing laws, an exception identified in US trade 
law. Another exception has been recognized 
in court rulings for "unique circumstances" 
of allegations "so inadequate that they do 
not provide a sufficient factual basis for the 
commission to take action."

Moreover, ITC "did not identify any al-
legations lacking sufficient information or 
give Amarin an opportunity to re-file its 
complaint," the petition adds.

Instead, Sec. 337 "imposes a mandatory, 
non-discretionary duty on the Commis-
sion to institute an investigation where, as 
here, it is presented with a complaint under 
oath," Amarin argues.

Amarin also litigated in 2015 to help 
boost Vascepa sales with a suit challenging 
FDA's regulations on off-label drug promo-
tion and seeking a determination that it 
could communicate to health care provid-

ers information from studies on the drug's 
use as statin therapy for high triglyceride 
levels. It argued that FDA permits supple-
ment manufacturers to make claims that 
omega-3 fatty acid products “may” reduce 
the risk of coronary heart disease and EPA 
“lowers triglycerides,” but forbids the firm 
from telling doctors that in studies Vascepa 
lowered triglycerides for patients with per-
sistently high levels in studies.

A judge ruled Amarin could engage in 
truthful and non-misleading speech about 
the unapproved use of Vascepa in patients 
with persistently high triglycerides and 
that such speech may not form the basis 
of a misbranding lawsuit. The firm and FDA 
settled in an agreement that included an 
optional preclearance process for the com-
pany's future communications about off-
label use of Vascepa.

Another strategy Amarin has exercised to 
promote Vascepa sales was a 2015 survey it 
sponsored that showed doctors and phar-
macists regularly recommend omega-3 
supplements for patients with abnormally 
high cholesterol or triglycerides. It also 
raised questions about health care profes-
sionals’ knowledge of FDA regulation of 
supplement products.

ALLERGAN, POM WINS RELEVANT?
The petition also tries to leverage two Su-
preme Court decisions that compliance 
with FDA regulations in cosmetic and food 
labeling did not preclude litigation alleging 
that the information renders a product an 
unapproved drug or that it represents false 

and misleading advertising.
Amarin notes the Supreme Court in 2015 

declined to hear Athena Cosmetics Inc.'s 
appeal of the Federal Circuit's agreement 
with a lower court decision allowing drug 
firm Allergan Inc. to litigate a complaint 
that Athena's RevitaLash prostaglandin-
containing products compete unfairly with 
its Rx Latisse eyelash-growth treatment, 
which contains bimatoprost, also a prosta-
glandin. (Also see "Industry Roundup: Nico-
tine Exposure ANPR, Athena Petition Denied" 
- Pink Sheet, 6 Jul, 2015.)

By denying Athena's writ for certiorari, 
the court "rejected the view that only FDA 
had authority to interpret and apply the 
FDCA’s statutory terms and determine 
whether a manufacturer engaged in an un-
fair trade practice by improperly marketing 
an unapproved 'drug' as a 'cosmetic',” Ama-
rin's petition states.

They also note neither FDA’s letter to ITC 
or the commission’s decision referred to the 
Federal Circuit's decision in the Allergan/
Athena litigation.

In the second case, the Supreme Court in 
2014 unanimously decided to overturn low-
er court decisions that rejected a complaint 
by POM Wonderful LLC and allowed FDA’s 
approval of labeling for the Coca-Cola Co.'s 
Minute Maid beverage as a “Pomegranate 
Blueberry Flavored Blend of 5 Juices.” 

Similar to Amarin's allegation about cer-
tain omega-3 supplements, POM argued 
that Coke's advertising for the product 
violated Lanham Act prohibitions on false 
advertising. While Amarin argues that some 
omega-3 products are falsely labeled as di-
etary statements, POM targeted the Minute 
Maid drink because it contained 99% apple 
and grape juices and POM formulated its 
product with 100% pomegranate juice.

In ruling for POM, the High Court held that 
"'Congress did not intend the [FDCA] to pre-
clude Lanham Act suits'” alleging false and 
misleading advertising, Amarin's attorneys say.

They point out that although the US Solicitor 
General argued in the POM/Coke proceedings 
that FDA rules are a “ceiling on the regulation” 
of labeling, the court said “'Congress intended 
the Lanham Act and the FDCA to complement 
each other' with respect to labeling.

Additionally, the attorneys argue that FDA’s 
letter to ITC "attempts to resurrect the same 
field-preclusion arguments that the Supreme 
Court rejected in POM Wonderful."  
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Coppertone Sunscreens SPF At Half Of Label Level,  
Class Action Complaints Allege
EILEEN FRANCIS  eileen.francis@informa.com

C lass action complaints allege that 
Coppertone sunscreen products con-
tain half the sun protection factor 

stated on labels, the latest in litigation target-
ing sunscreen marketers following a Consum-
er Reports study scorching SPF claims.

Separate complaints against Coppertone 
marketer Bayer Healthcare LLC and former 
brand owner Merck & Co. Inc. were filed 
seeking class action certification in the US 
District Court Northern Illinois District on 
Nov. 2 and in a New Jersey state court on 
Nov. 3. Through a notice of removal Bayer 
attorneys filed on Dec. 19, the New Jersey 
complaint was moved to US District Court 
for New Jersey District. 

The Illinois complaint seeks relief in ex-
cess of $5m for a proposed nationwide 
class of consumers and a sub-class of Illinois 
plaintiffs who purchased Coppertone Sport 
High Performance SPF 30 spray. 

It also asks for an order enjoining the 
companies from claiming the product's 
existing formulation has an SPF 30 and to 
direct Bayer to remove from commerce all 
of the product in allegedly falsely labeled 
packages or re-label those containers with 
accurate SPF information.

Law firms Wolf Haldenstein Adler Free-
man & Herz LLC, of Chicago, and DeNittis 
Osefchen Prince PC, of Marlton, N.J., which 
filed both complaints, allege in the Illinois 
litigation that the named plaintiff is "one 
of the hundreds of thousands of consum-
ers who have purchased Coppertone Sport 
High Performance SPF 30 sunscreen spray 
based on the advertised SPF number.”

It alleges Bayer showed a "pattern and 
practice of placing into the stream of com-
merce sunscreen products containing a 
false SPF number, and largely inflated UV 
protection numbers, which Defendants 
manufactured, distributed and sold.”

The New Jersey complaint was made on 
behalf of a named plaintiff and other state 
residents who bought Coppertone Sport 
High Performance SPF 30 spray or a lotion 
form of the product. It seeks a statutory 
penalty of $100 for each class member, pro-

jected at more than 10,000, as well as actual 
damage and attorney’s fees and costs.

The two complaints ride the coattails of 
consumer advocacy group Consumer Reports 
research published in June finding that 23 of 
more than 60 OTC sunscreens, lotions, sprays 
and sticks it evaluated tested at less than half 
the labeled SPF values. (Also see "Consumer 
Reports Lathers On More Criticism Of Sunscreen 
SPF Claims" - Pink Sheet, 1 Jun, 2017.) The report, 
marking the fifth consecutive year of similar 
findings, provides fodder for plaintiffs' attor-
neys who often cite CR’s findings to allege 
false advertising. (Also see "Oral Care, Topical 
Product 'Natural' Claims Paint Bullseye For Class 
Action" - Pink Sheet, 1 Nov, 2016.)

PLAINTIFFS’ STUDY FINDS WEAK SPF
Coppertone Sport High Performance SPF 
30 spray contains active ingredients avo-
benzone 3%, octisalate 4.5%, octocrylene 
7% and oxybenzone 4%. The 6 oz. spray 
retails for $8.82. The lotion form contains 
avobenzone 3%, homosalate 8%, octisalate 
4.5% and octocrylene 6% and is sold in a 
7-ounce bottle for $7.52.

Bayer gained the sunscreen brand in 2014 
in its $14.2bn purchase of from Merck & Co.'s 
consumer health business. (Also see "Bayer 
Buys Merck Consumer Biz, Aiming For Top Of 
Global OTC Industry" - Rose Sheet, 12 May, 2014.)

The two filings feature similar charges 
against the sunscreen marketers, noting 
SPF represents the amount of time a con-
sumer can remain in the sun without burn-
ing compared to someone not wearing a 
sunscreen. On the brand’s website, the firm 
recommended consumers “choose a broad-
spectrum sunscreen with an SPF of 30 or 
more” and “many dermatologists recom-
mend using a product with minimum SPF 
30,” the cases note.

However, “rigorous” scientific testing has 
revealed the products do not provide SPF 
30 level of protection, the complaints al-
lege. The testing included an assessment 
by Consumer Reports, which reported in 
July that it found Coppertone Sport High 
Performance SPF 30 spray’s actual SPF was 

Class action complaints allege Coppertone 
Sport High Performance SPF 30 lotion and 

spray sunscreen contain "a false SPF number, 
and largely inflated UV protection numbers."

A complaint filed in Illinois 
asks for an order enjoining 

Bayer from claiming 
the product's existing 

formulation has an SPF 30 
and to direct the firm to 
remove from commerce 

all of the product in 
allegedly falsely labeled 

packages or re-label those 
containers with accurate 

SPF information.
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“Below 50% [of the] labeled SPF” and gave it 
an overall score of 40 out of 100.

Further, independent testing conducted 
for the plaintiffs in compliance with all test-
ing methods mandated by FDA for SPF and 
reached results similar to the Consumer Re-
ports research. The plaintiffs sent samples 
of the Coppertone spray to an independent 
research laboratory, which found the prod-
uct contained only an average SPF of 13.9, 
the complaints say. The New Jersey plaintiff 
also tested the SPF 30 lotion, with the lab 
finding it contained an SPF of 14.8.

“In fact, the [product] label itself cautions 
against using sunscreens with an SPF value 
below 15, stating 'spending time in the sun 
increases your risk of skin cancer and early skin 
aging. To decrease the risk, regularly use a sun-
screen with a broad-spectrum SPF value of 15 
or higher,” the plaintiffs in both complaints say.

With true SPF values of 13.9 and 14.8, the 
sunscreens do not meet the minimum SPF 
value of 15 stated on the labels and sub-
ject users to an increased risk of skin cancer 
and early skin aging as well as sunburn, the 
complaints state, adding "The avoidance of 
these injuries is the only reason that con-
sumers, including plaintiff and the classes, 
purchase Coppertone sunscreen.”

The plaintiffs say if the firms tested the 
products, as they have claimed, they would 
know they not meet the SPF level claimed 
on packaging and the website.

The Illinois complaint makes numerous 
claims for relief, including breach of warranty, 
breach of implied contract through violation 
of the implied covenant of good faith and 
fair dealing, declaratory and injunctive relief, 
unjust enrichment, a violation of the Illinois 
Consumer Fraud and Deceptive Business 
Practices Act on behalf of the Illinois subclass.

FROM STATE TO FEDERAL COURT
The New Jersey litigation presents counts in-
cluding breach of warranty, breach of implied 
contract through violation of the implied cov-
enant of good faith and fair dealing, New Jer-
sey uniform declaratory judgement act, unjust 
enrichment/quasi-contract/disgorgement/
restitution and the New Jersey Consumer 
Fraud Act, New Jersey Truthy in Consumer 
Contract, Warranty and Notice Act.

Addressing jurisdiction, it says New Jersey 
Superior Court is proper because all claimed 
raised in the matter arise exclusively under 
state law and because the plaintiffs, defen-

dants and all proposed class members are 
residents.

“By contrast, no United States District Court 
has subject matter jurisdiction to hear this 
case because it does not raise or involve any 
federal question and all parties and proposed 
class members are citizens of New Jersey; thus, 
there is no minimal diversity.”

Nonetheless, Bayer asked to move the case 
to New Jersey federal court, a request defen-
dants in civil cases can make within 30 days of 
receiving plaintiffs' filing. “The case belongs in 
federal court, just like the identical complaint 
that Plaintiff’s lawyers filed a day earlier in 
federal court in Illinois,” Bayer says in the filing 
submitted by attorneys with Eckert Seamans 
Cherin & Mellott LLC, of Lawrenceville, N.J..

“The complaint alleges that an over-the-
counter monograph drug, Coppertone Sport 
SPF 30 Spray and Lotion, fails to meet spe-
cific and comprehensive federal standards for 
claiming “SPF 30” protection,” the firm notes. 
“Plaintiff’s case depends entirely on the bald 
(and incorrect) assertion that the products do 
not satisfy these federal standards, which were 
promulgated by FDA.

Because the New Jersey complaint pleads 
a violation of federal law and a ruling on the 
litigation relief depends completely on the 
scope, interpretation, and application of fed-
eral law, federal court is the appropriate venue 
to hear the case. “Moreover, the exercise of 
jurisdiction will not disrupt any federal-state 
balance, because the case depends entirely 
on the federal standard,” the complaint states.

Coppertone claims previously have been 
the subject of class action litigation. In 2012, 
Merck & Co. agreed to pay between $3m and 
$10m to settle allegations it exaggerated the 
benefits of numerous formulas under the 
brand by using the terms “sunblock,” “water-
proof” and “all day protection.” (Also see "Mer-
ck Faces Consumer Suit Over Coppertone UV 
Claims" - Rose Sheet, 17 Sep, 2012.)

In an effort to provide transparency and 
likely ward off future suits, Bayer recently 
announced Coppertone would complete 
an independent “assurance assessment” by 
global consulting and standards firm Ac-
countAbility aimed at bolstering confidence 
in its sunscreen offerings and their SPF claims 
in particular. (Also see "Coppertone Heads Off 
NGO Shade-Throwing With ‘Assurance Assess-
ment’" - Rose Sheet, 26 Apr, 2017.)  

The plaintiffs sent samples 
of the Coppertone SPF 

30spray to an independent 
research laboratory, 

which found the product 
contained an average SPF 
of 13.9, They also tested 

the SPF 30 lotion, with the 
lab finding it contained  

an SPF of 14.8.
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Florida Firm's OTC Tattoo Pain Relief  
Get FDA's Unapproved Stamp
MALCOLM SPICER  malcolm.spicer@informa.com

A .I.G. Technologies Inc. not only 
is the second drug firm FDA has 
warned in two months that re-

lieving pain from tattoo procedures is not 
an indication approved for OTC external 
analgesics, it's also distributing unap-
proved Rx dermatology drugs, according 
to the agency.

A Dec. 5 warning letter from the Divi-
sion II of the Office of Pharmaceutical 
Quality Operations in FDA's drug cen-
ter states that the agency's findings are 
based on an inspection of A.I.G.'s facility 
in Deerfield Beach, Fla., from late Sep-
tember through mid-November in 2015.

The firm, which provides Rx and OTC 
products as a contract manufacturer, 
responded without "supporting docu-
mentation" to FDA inspectors' form 483 
findings in December 2015. The agency 
has been unable to verify the adequacy 
of A.I.G.'s corrective actions.

Labeling for OTC Derma Numb Tattoo 
Anesthetic Spray, marketed by A.I.G. or 
Atlas Tat Inc., of Oakland Park, Fla., bears 
claims including “temporarily relieves 
pain from tattoo procedures,” “FDA REG-
ISTERED” and “For Professional Use Only,” 
the warning states. 

The claims are noncompliant with 
FDA's tentative final monograph for OTC 
external analgesics, which include lido-
caine. The TFM's indications for which 

lidocaine has been tentatively found to 
be generally recognized as safe and ef-
fective are limited to the temporary relief 
of pain and/or itching, which can be fol-
lowed on labels by the statement “asso-
ciated with minor burns, sunburn, minor 
cuts, scrapes, insect bites, and/or minor 
skin irritations,” according to the letter.

Lidocaine is not proposed to be GRASE 
for indications related to tattooing and 
the ingredient's use as indicated on 
"Derma Numb labeling raises safety con-
cerns relating to the potential for adverse 
events due to the systemic absorption 
of the active ingredient," FDA said. The 
agency added it is "not aware of any ad-
equate and well controlled clinical trials 
in the published literature" supporting 
a determination that Derma Numb is 
GRASE for its labeled indications.

The agency made the same observa-
tion in an October warning to Oregon 
firm Ridge Properties LLC, which also 
was warned about making its drug prod-
ucts in a kitchen, using utensils and 
cookware including a steel pot, blender 
and spatula. (Also see "Making OTC Topical 
Drugs In Kitchen Stirs Up Problems For Or-
egon Firm" - Pink Sheet, 26 Oct, 2017.)

However, unlike its warning to Ridge 
Properties, FDA does not advise A.I.G. 
that it expects the firm to recall the 
products it deemed violative. (Also see 

"Kitchen-Made Healing Treatments Among 
Health And Wellness Recalls" - Rose Sheet, 
7 Nov, 2017.)

NO APPLICATIONS IN FDA FILES
The warning states that A.I.G.'s dermatology 
drugs containing sodium sulfacetamide 10% 
and sulfur 5%, urea 45% or 41% or formalde-
hyde 10% are Rx products that require pre-
market approval but had not been submit-
ted to the agency for evaluation.

"There are no FDA-approved applications 
on file" for the firm's drugs, the agency says.

According to the warning, indications for 
the products include:

 • sulfacetamide and sulfur: "for use in the 
topical control of acne vulgaris, acne ro-
sacea and seborrheic dermatitis”;

 • urea: “treatment of hyperkeratotic con-
ditions such as dry, rough skin, xerosis, 
ichthyosis, skin cracks and fissures, der-
matitis, eczema, psoriasis, keratosis and 
calluses”;

 • formaldehyde: “drying agent for pre and 
post-surgical removal of warts, or for 
non-surgical laser treatment of warts 
where dryness is required."

The products also are unapproved new 
drugs misbranded because the ingredients 
have not been approved for their labeled 
indications and, without adequate direc-
tions for the ingredients' uses, they are mis-
branded, FDA warned.  

FDA says labeling for Derma Numb  
Tattoo Anesthetic Spray "raises safety 
concerns relating to the potential for 

adverse events due to the systemic 
absorption" of lidocaine.

Source: National Library of Medicine
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C O N S U M E R  H E A LT H

Perrigo Recalls Tamper-Resistant PSE Product  
Due To Contamination
MALCOLM SPICER  malcolm.spicer@informa.com

T he supply of tamper-resistant nonpre-
scription pseudoephedrine formula-
tions in the US is slowed temporarily 

with Perrigo Co. PLC recalling its Zephrex-D 
30 mg product distributed nationwide.

FDA's Dec. 27 update to its recall data-
base indicates that Perrigo recalled nearly 
20,000 24-count packages of the softgel 
tablet on Nov. 8 due to "microbial contami-
nation of non-sterile products." 

The agency on Dec. 21 identified the re-
call as class II, for violative products that 
may cause temporary or medically revers-
ible adverse health consequences though 
the probability of serious consequences is 
remote.

Additional information on the cause of 
the contamination was not made available 
from Perrigo or FDA. The agency's database 
states that the firm voluntarily conducted 
the recall, which is ongoing.

Single-ingredient nonprescription 
pseudoephedrine (PSE) drugs are re-
stricted to pharmacy sales under the 2006 
Combat Methamphetamine Epidemic Act 
that passed to help curb the diversion of 
PSE for making meth.

Two states – Oregon and Mississippi 
– have exceeded the act's stringency by 
requiring prescriptions for all PSE prod-
ucts and other states and some local gov-
ernments have imposed more stringent 
monthly and daily purchase limits than the 
federal law set. (Also see "States’ Limits On 
OTC Dextromethorphan Sales Could Force 
Congress’ Hand" - Pink Sheet, 9 Mar, 2017.)

FORMULATION AND BRAND PLAY
Dublin-based Perrigo acquired exclusive 
rights to a tamper-resistant PSE formula-
tion for private label distribution, in ad-

dition to marketing the Zephrex-D brand 
product also made with the technology, in 
a September 2016 agreement with innova-
tor Highland Pharmaceuticals LLC. (Also 
see "Perrigo Deal Makes Extraction-Resistant 
PSE A Two-Player Competition" - Pink Sheet, 
27 Sep, 2016.)

The deal brought Perrigo, which main-
tains its primary operations in Allegan, 
Mich., rights to use Highland's Tarex lipid-
based drug delivery system, developed to 
prevent extracting PSE, in private label or 
store brand products it makes.

Adding Zephrex-D, previously market-
ed by Highland's Westport Pharmaceu-
ticals LLC business, brought Perrigo its 
first product in the US branded consumer 
health market. 

Zephrex-D had been proven to be more 
than 98% effective in blocking extraction 
of PSE, which is used to make metham-
phetamine. In addition to providing OTC 
drugs for retailers' and other businesses' 
private label and store brand lines, Perrigo 
markets some nonprescription products 
under its GoodSense label.

A second firm that developed an extrac-
tion-resistant, single-ingredient PSE for-
mulation, Acura Pharmaceuticals Inc., in 
June 2015 licensed US rights to its Impede 
technology to Bayer HealthCare LLC for 
use in nonprescription products. 

Acura also continues to market its Nex-
afed 30mg immediate-release PSE product 
and a Sinus Pressure + Pain (PSE 30mg/ac-
etaminophen 325mg) version of the brand 
formulated with Impede. (Also see "Tamper-
Resistant PSE Takes Big Pharma Stage: Bayer 
Licenses Acura’s Formulation" - Pink Sheet, 
22 Jun, 2015.)

The Combat Meth Act allows the Drug 
Enforcement Administration to grant 
front-of-counter waivers to nonprescrip-
tion PSE products determined to be ex-
traction-proof, but no formulation tech-
nology has qualified. Nonprescription 
products containing PSE and other active 
ingredients are available OTC.  

RECALL DETAILS

• Quantity: 19,944 cartons,  
        24 tablets each

• Recall Number: D-0128-2018

• Code: Lot # AF4273A; Exp. 02/18

Perrigo recalled nearly 20,000 cartons  
of Zephrex-D on Nov. 8.

Source: National Library of Medicine
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