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Over the past five years, a fair number of switches has 
been introduced to the U.S. market; however, most of 
these switches have occurred in categories where 
other drugs had already switched, and these were 
simply new brands or active ingredients entering the 
existing category. Since 2010, there have only been 
two first-in-class switches: Oxytrol for Women 
(Merck) for the treatment of overactive bladder and 
nasally inhaled steroids in the existing category of 
allergy treatment by both Sanofi’s Nasacort Allergy 24 

Hour and GlaxoSmithKline’s Flonase Allergy Relief. 
Johnson & Johnson is expected to be the third to enter 
this new segment of allergy treatment in 2015 with its 
recently approved OTC version of AstraZeneca’s 
Rhinocort Allergy Spray inhaled nasal corticosteroid. 
Nexium OTC (Pfizer), Prevacid 24 Hour (Novartis), and 
Zegerid OTC (Bayer Group) are proton pump inhibitors 
that have joined first-in-class Prilosec OTC (Procter & 
Gamble) PPI, which entered the market in 2003.  

When it comes to regulatory approval for prescription 
medications that are available worldwide, the U.S. 
Food and Drug Administration (FDA) often leads the 
way. In fact, many smaller countries that do not have 
the infrastructure to support such a rigorous approval 
process closely follow the decisions made by the FDA 
to regulate prescription pharmaceuticals in their own 
countries. While the FDA is regarded as a world leader 
for prescription medications, it is just the opposite for 
nonprescription medications. Numerous categories 
where products have been approved for nonprescrip-
tion use outside the United States have been rejected          
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1970s

1980s

1990s

FDA establishes OTC REVIEW/MONOGRAPH system

Rx-to-OTC switch of hydrocortisone approved for use in 
OTC first aid and anti-itch meds

1980-1982 recession             sharp spike in PL OTC sales
Ibuprofen switch approved (1984) Nuprin, Advil, Motrin
Many allergy, cough and cold ingredients approved for 
switch bringing brands like Nyquil, Benadryl, Triaminic, 
and Actifed to market
Loperamide switch approved (Imodium)
HDTK takes off with launch of new technologies

1990-1992 recession
PL penetration increases across all categories

Fewer switches create huge brands
Low and non-sedating antihistamines (Claritin, Zyrtec)
PPIs (Prilosec OTC and Prevacid 24 Hour)
Hyperosmotics (Miralax) 
Alli creates medicated weight loss market
Plan B creates OTC emergency contraceptive market
2008 - great recession begins             consumers highly
cost-conscious, penetration of PL continues

Widespread recalls impact market 2010-2013
J&J and Novartis plants shut down
Fexofenadine (Allegra) switch approved
FDA issues NSURE Initiative 
INS approvals (Nasacort, Flonase, Rhinocort)
OAB approval (Oxytrol for Women)

NSURE

Robust switch activity: Naproxen sodium (Aleve)
H2 antagonists (Tagamet HB, Pepcid AC, Zantac 75, and Axid AR), Antifun-
gals (Lotrimin AF, Lamisil AT); Yeast infection (Monistat, Gyne-Lotrimin, 
Vagistat, Femstat), children’s Ibuprofen (Children’s Advil and Motrin), 
smoking cessation  new category (Nicorette, Nicoderm CQ, Nicotrol, 
Habitrol), eye care (Naphcon-A, Vasocon-A, Opcon-A, Visine-A)

Hair regrowth  new category (Rogaine)

1980s

2000s

Today

Figure 1: U.S. Rx-to-OTC Switch Progression
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Figure 2: U.S. Rx-to-OTC Switches, 2005-2015

Over the past decade, 17 Rx-to-OTC switch brands 
have been approved by the FDA and launched to the 
OTC market. Over the same period of time four 
switches failed attempts to switch statins for lowering 
cholesterol. Bristol-Myers Squibb partnered with 
Bayer Consumer Care for an attempted switch of 
Pravachol (pravastatin) and was denied. Merck 
attempted to switch Mevacor (lovastatin) three times 
and was also denied each time. In the case of lovasta-
tin, the switch paradigm was for patients at moderate 
cardiovascular risk to receive the OTC product. In the 
end, FDA Advisory Committee members were skepti-
cal that consumers could figure out whether they fell 
in to the moderate risk category, if they could assess 
the efficacy of, follow the results of the medication, 
and if they could determine if they reached treatment 
goals. 

Most recently (May 2014), Merck attempted to switch 
the blockbuster allergy/asthma drug Singulair and was 
too voted down by an FDA Advisory Committee. 

Despite the overwhelming clinical experience along 
with the compelling data from the label comprehen-
sion and self-selection studies Merck presented, an 
FDA Advisory Committee voted 11-4 against OTC 
approval. In the discussion following the vote, the 
members of the committee expressed that they 
wanted to see more information on the following key 
issues:                                                              
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Is there a need for another OTC product for the 
treatment of allergic rhinitis?

If available OTC, would asthmatics purchase it to 
self-treat their asthma, thus putting them at risk 
by taking them away from physician care?

Even though labeled for age 18 and over, would 
adolescents age 15-17 be treated with it and 
placed at risk for neuropsychological events?

 

Year of 
Approval



In contrast to the FDA, regulatory agencies outside the 
United States have been much more aggressive in 
approving switches for conditions outside the typical 
OTC paradigm. The United Kingdom in particular takes 
pride in being at the forefront of switching. U.K. Phar-
macy Minister Earl Howe has continually stressed that 
increasing patient choice by making more medicines 
available without a prescription is a priority for the 
British government. When speaking at the Proprietary 
Association of Great Britain conference in London on 
July 5, 2012, he stated “The United Kingdom leads the 
world in the range of products available without a 
prescription—but more can always be done.”

The push for greater access to medicines in the United 
Kingdom started in 2000 when the National Health 
Service (NHS) outlined its aim to make more medi-
cines available without prescription in order to widen 
access to medicines and patient choice. The NHS is the 
publicly funded healthcare system for England. It is 
the largest and the oldest single-payer healthcare 
system in the world. In 2000, the NHS tasked the Royal 
Pharmaceutical Society of Great Britain (RPSGB) to 
take the lead in identifying potential therapeutic cate-
gories suitable for reclassification. At the same time, 
the Pharmaceutical Industry Competitiveness Task 
Force (PICTF) agreed the process for reclassifying 
prescription-only medicines should be streamlined. 
The new process was intended to make the whole 
process quicker and easier for pharmaceutical compa-
nies and allow them to better plan their switches.
  
The United Kingdom is not the only country to be 

more proactive about switch than the United States. 
Triptans for the treatment of migraine have switched 
in numerous countries including the United Kingdom, 
Germany, Sweden, and New Zealand. Sildenafil, the 
active ingredient in Viagra was approved in October 
2014 as a special behind-the-counter product in New 
Zealand that can be sold without a prescription by 
pharmacists who have had special training. The phar-
macist administers a screening tool that allows only 
men ages 35-70 without heart disease to purchase the 
product. The switch initiative was not led by Pfizer, 
but rather Douglas Pharmaceuticals that is the compa-
ny that markets this drug in New Zealand under the 
brand name Silvasta. Therefore, the trade name is 
Silvasta and not Viagra and the switch sponsor in New 
Zealand is Douglas Pharmaceuticals.

Below is a list of potential switches being considered 
in the United Kingdom to switch from prescription-on-
ly medications (POM) to pharmacy sales (P) according 
to the RPSGB. The list of potential candidates for POM 
medicines to P switches groups drugs together in ther-
apeutic categories, based on chapters in the British 
National Formulary (BNF). Some examples of 
proposed changes are lon the following page.

Current Switch Environment Outside the United States
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Based on recent switches, the FDA seems to be follow-
ing a more conservative path in approving traditional 
types of OTC products used for acute, self-limiting, 
non-life threatening conditions with readily recogniz-
able symptoms that consumers can identify. Howev-

er, the FDA is less inclined to approve products for 
preventing chronic conditions like asthma or heart 
disease that can be more life-threatening in nature.   



Therapeutic category                                       Examples of products   

RPSGB List: Potential Candidates for Switch in the United Kingdom5
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CARDIOVASCULAR SYSTEM 
  Stable angina Beta-blockers

Calcium channel blockers
  Hypertension Diuretics

Drugs aff e  ng the renin-angiotensin system
  Cholesterol lowering therapy 
CENTRAL NERVOUS SYSTEM 
  Obesity Orlistat

Sibutramine
  Migraine treatment 5HT1 agonists 
  Anxiety Beta-blockers 
ENDOCRINE SYSTEM 
  Postmenopausal osteoporosis Bisphosphonates 
GASTROINTESTINAL SYSTEM 
  Gastro-esophogeal refl ux disease Proton pump inhibitors 
INFECTIONS 
  Malaria prophylaxis Doxycycline

Mefl oquine
Malarone

MUSCULOSKELETAL AND JOINT DISEASES 
  Rheuma  c and arthri  c pain COX-2 specifi c NSAIDs 
OBSTETRICS, GYNAECOLOGY AND URINARY-TRACT 
INFECTIONS 
  Contracep  on Oral contracep  ves 
  Menopause Hormone replacement therapy 
  Urinary incon  nence (female only) Oxybutynin

Tolterodine
RESPIRATORY SYSTEM 
  Chronic stable asthma  ve beta2-agonists (inhaled)

 costeroids (inhaled) 
  Infl uenza Zanamivir

Amantadine
SKIN 
  Acne 
  Impe  go 
  Infl ammatory skin disorders Moderate/potent topical cor  costeroids 

Statins

Topical antibiotics 
Topical antibiotics 



The RPSGB list contained all the therapeutic catego-
ries and product groups they identified as worthy of 
consideration for POM medicines-to-P reclassifica-
tion. The Society noted that the list did not necessarily 
indicate those products most suitable for reclassifica-
tion and added that the safety profile for each product 
would need to be considered. Erring on the side of 
inclusiveness, the list contained medicines for both 
acute and chronic conditions including migraine, 
weight loss, birth control, hormone replacement ther-
apy, flu treatments, erectile dysfunction, and heart 
disease prevention. Additional momentum for switch 
was added in 2003 when the Medicines and Health-
care Products Regulatory Agency (MHRA) set a target 
for doubling the rate of switches.  

As a result of these initiatives, the United Kingdom has 
switched products such as triptans for migraines, 
statins for cholesterol reduction, alpha blockers for 

BPH, and antibiotics for chlamydia and cystitis. In 
addition to these switches, the United Kingdom also 
has a special program known as the Patient Group 
Directive (PDG). Under the PDG, Boots, the pharmacy 
chain, has conducted a special pilot program offering 
non-prescription sales of sildenafil (Viagra) for erectile 
dysfunction and finesteride (Propecia) for male 
pattern hair loss in three of its retail stores in Man-
chester, England. Under the guidelines of this special 
pilot program, pharmacists are allowed to dispense 
prescription medications without a prescription if 
they follow strict guidelines including a pharmacist 
administered questionnaire to determine eligibility 
for men to purchase the medicine.  

Below is a list of medications that have been switched 
from prescription-only to pharmacy sales in the 
United Kingdom since 2002 when the British govern-
ment took a proactive stance in switch.  

PAGB U.K. Switch History, 2002 to 2015 2
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Indication

2002 Adenosine For vitamin and mineral defi ciency.
2002 Azelas  ne hydrochloride eye 

drops
Treatment of seasonal or perennial allergic conjunc  v  s in 
adults and children aged 12 years and above.

2002 Fluticasone propionate 0.05% 
nasal spray

Prophylaxis and treatment of allergic rhini  s in those aged 18 
years and over for a maximum period of three months.

2002 Griseofulvin 1% topical spray Tr  nea pedis (athlete’s foot).
2003 Aspirin/Aloxiprin Age rest  on—not to be given to children under 16 years of 

age, unless on the advice of a doctor.
2003 Diclofenac sodium (topical) Local symptoma  c relief of mild to moderate pain and infl am-

ma  on following acute blunt trauma of small and medium 
siz  cular structures, such as trauma of 
tendons, ligaments, muscles and joints (e.g., due to sprains 
and strains).

2003  Diclofenac diethylammonium 
(topical)

2004 Hyoscine 1.5 mg transdermal 
patches

Preven  on of travel sickness symptoms (e.g., nausea, vomit-
ing, v  go). For use in those aged 10 years or over.

Year Ingredient

Addition to existing indication: for the relief of the pain of 
non-serious arthritic conditions.
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2004 Simvastatin 10 mg tablets To reduce the risk of a fi rst major coronary event (non fa-
tal myocardial infar  on and Coronary Heart Disease [CHD] 
deaths) in people who are likely to be at moderate risk (ap-
proximately 10-15% 10 year risk of a fi rst major event) of CHD. 
Treatment should be taken as part of a program of ac  ons to 
reduce the risk of CHD.

2005 Chloramphenicol 0.5% eye drops Treatment of acute bacterial conjunc  v  s in adults and chil-
dren aged two years and over.

2005 Trimethoprim 200mg tablets Treatment of uncomplicated acute bacterial cys  s in women 
aged 16-70 years, who have had a previous diagnosis of the 
same confi rmed by a doctor.

2005 Zolmitriptan 2.5mg tablets For the acute treatment of migraine with or without aura.
2006 Penciclovir 10mg/g (topical) For the treatment of cold sores (herpes labialis) in adults and 

children over 12 years and above.
2006 Amorolfi ne hydrochloride 5% 

(topical)
Treatment of mild cases of distal and lateral subungal onycho-
mycoses caused by dermatophytes, yeasts and mold limited 
up to two nails in those aged over 18 years.

2006 Sumatriptan 50 mg tablets For the acute relief of migra  acks, in those aged 18-65 
years of age with or without aura in pa  ents who have stable 
well established pa  ern of symptoms, for a max period of one 
day.

2007 Chloramphenicol 1% eye ointment Treatment of acute bacterial conjunc  v  s in adults and chil-
dren aged two years and over.

2007 Levonorgestrel 1.5mg tablet Oral contraceptive.
2008 Naproxen 250 mg tablets Primary dysmenorrhoea (menstrual pain) in women aged be-

tween 15 and 50 years.
2008 Azithromycin 500 mg tablets Treatment of known or suspected asymptomatic Chlamydia 

trachoma  s genital infec  on in those aged 16 years and over.
2008 Diclofenac potassium 12.5mg 

tablets
Short term relief of headache, dental pain, period pain, rheu-
ma  c and muscular pain, backache and the symptoms of cold 
and fl u, including fever in adults and adolescents aged 14 
years and over.

2008 Nitrofurantoin 100mg For the treatment of uncomplicated acute bacterial cys  s in 
women aged between 16 and 70 years of age who have had 

 on on a previous occasion when a physician con-
fi rmed the diagnosis.

2009 Orlistat 60mg For weight loss in adults with a body mass index of 28 or more, 
and should be taken in conjunc  on with a reduced calorie, 
lower-fat diet. The recommended dose of Alli (brand name) 
is one 60 mg capsule three  mes a day with meals containing 
the recommended amount of fat. This was the fi rst centrally 
approved European switch.

7
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2009 Alclometasone dipropionate 0.05% Short term treatment and control of patches of eczema and 
derma  s including atopic eczema and primary irritant and 
allergic derma  s in adults and children 12 years and above.

2009 Tamsulosin hydrochloride 0.4mg For the treatment of func  onal symptoms of benign pro  c 
hyperplasia (BPH) for use in men 45-75 years of age.

2010 Domperidone 10mg t  l-
ium 10)

For the relief of nausea and v  ng of less than 48 hours 
dur  on (addi  onal indica  on).

2010 Tranexamic acid 500 mg tablets For the treatment of heavy menstrual bleeding in women aged 
18 to 45 years with a history of regular and heavy menstrual 
bleeding over several consecu  ve menstrual cycles. Treatment 

 ated only once heavy bleeding has started. 
2011 Diclofenac sodium 140mg (patch) For local symptoma  c treatment of pain in acute strains, 

sprains, or bruises of the extremi  es following blunt trauma 
(e.g., sport injuries).

2011 (Algopain-Eze 140 mg medicated 
plaster)

For topical analgesia.

2012 Pariet Pharmacy 10mg Gastro-Re-
sistant tablet (Rabeprazole 10mg)

For the short-term s  c treatment of refl ux like symp-
toms (e.g., heartburn) in suff erers aged 18 and over. Centrally 
authorized European switch.

2012  on (Ibuprofen 1% w/w, 
isopropyl myristate 10% w/w)

For the relief of pain associated with mild to moderate sun-
burn.

2013 Esomeprazole 20mg (Nexium Con-
trol)

Proton-pump inhibitor for the short-term treatment of refl ux 
symptoms (e.g., heartburn and acid regurgita  on) in adults 
(centrally authorized European switch).

2015 Ulipristal acetate (ellaOne) Emergency contra  ve used to prevent unintended preg-
nancy if taken within 120 hours (fi ve days) of unprotected 
intercourse or if a contra  ve method has failed (centrally 
authorized European switch).

To assist pharmacists in evaluating whether or not a 
patient is a candidate for a BTC product or not, ques-
tionnaires regarding the patient’s health background 
have been developed. Please find appendices at the 
back of this document with questionnaires for Zocor 
Heart Pro cholesterol medication from the United 

Kingdom and Sumagran Active migraine medication in 
New Zealand.  

The table below lists switches for categories that have 
not switched in the United States, but have switched 
outside the country.
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IndicationYear Ingredient
Proton pump inhibitor. Short-term treatment of reflux symp-
toms (e.g., heartburn, acid regurgitation) in adults. Also a 
centrally approved European switch.

2009 Pantoprazole



b- Nonprescription sales of these drugs being tested at select retailers.

Select Rx-to-OTC Switches Outside the United States Grouped by Category

Why the Disparity in the United States?

One of the main reasons for the disparity in switches 
in the United States compared to the rest of the world 
is tied directly to the classification of medications. The 
United States is unique in that it has just has two class-
es of medications: prescription (Rx) and over-the 
counter (OTC). Most other countries have an addition-
al third class of drugs, generally known as 
behind-the-counter (BTC). The additional category 

enables pharmacists to function as an informed inter-
mediary in assisting the consumer with the proper 
self-selection and safe use of the nonprescription 
medication. 

In the United Kingdom, for example, there are three 
classifications of medicines: 

9

Category Country Brand Ingredient

-
plasia

United Kingdom Flomax Relief MR tamsulosin BTC

Cholesterol China Zocor BTC
Cholesterol Russia Zocor BTC
Cholesterol United Kingdom Zocor Heart Pro-a BTC

Greece Viagra BTC
New Zealand Silvasta BTC
Spain Viagra BTC
United Kingdom Viagra-b BTC
United Kingdom Propecia-b BTC

Migraine France Imigran, Amerge sumatriptan, 
naratriptan

BTC

Migraine Germany Imigran, Amerge sumatriptan, 
naratriptan

BTC

Migraine Italy Imigran, Amerge sumatriptan, 
naratriptan

BTC

Migraine Poland Imigran, Amerge sumatriptan, 
naratriptan

BTC

Migraine Spain Imigran, Amerge sumatriptan, 
naratriptan

BTC

Migraine Sweden Imigran sumatriptan BTC
Migraine Sweden Maxalt rizatriptan BTC
Migraine United Kingdom Imigran Recovery, sumatriptan, BTC

a- Brand withdrawn from the market due to low sales.

Erectile dysfunction
Erectile dysfunction
Erectile dysfunction
Erectile dysfunction
Male pattern baldness finesteride

Classification



New medicines are usually approved for use as POMs. 
After some years of use, if there is enough evidence to 
support the safe use of the product without a doctor’s 
supervision a medicine may be reclassified to P. Phar-
macy medicines which have been safely used for 
several years and do not require a pharmacist’s over-
sight may be reclassified as GSL. 

Not having this middle classification requiring a phar-
macist’s supervision is what sets the United States 
apart from a majority of other countries. During the 
second Advisory Committee meeting for Mevacor, a 
majority of the committee members said that they 
would have voted in favor of approval if there were 
some way the product could be kept behind the phar-
macy counter and only dispensed by a pharmacist.  
  
Another major reason for the disparity between the 
United States and other markets is the makeup of 
healthcare payers. In the U.S. healthcare system, 
there are a variety of payers, both private as well as 
government payers. However, in many other mar-
kets—particularly in the United Kingdom—there are 
single payer healthcare systems where the govern-
ments are largely responsible for funding the health-
care system and therefore are more progressive when 
it comes to switching medications from prescription 
to nonprescription status as a means to curb expendi-
tures and shift costs to consumers.

A team of researchers (Miller, et al) studied the 
Economic Impact of a Triptan Rx-to-OTC Switch in Six 
EU Countries⁹ and their findings were published in the 
journal PLOS in December 2013. The conclusion of this 
research is that the nonprescription use of triptans for 
the treatment of migraine in six markets in Europe 
(France, Germany, Italy, Poland, Spain, and the United 
Kingdom) resulted in savings of €75 million per year.

Over the years, there has been much debate about 
creating a third class of BTC drugs in the United States. 
During these discussions, the FDA has repeatedly 
claimed it lacks the legal authority to create a pharma-
cist-supervised classification and that it would take 
congressional legislation in order for it to gain that 
authority. 

Such was the case with pseudoephedrine, which is 
sometimes used to illegally manufacture metham-
phetamine (crystal meth). In 2006, Congress enacted 
more stringent requirements for products regarded as 
precursor chemicals to the production of crystal meth 
as part of the USA PATRIOT Improvement and Reau-
thorization Act (P.L. 109-177).  As a result, OTC

NO BTC
CLASS
 IN U.S.

Why the United States Does Not 
Have a Third Class of Drugs 

Prescription-only medicines (POM)

Pharmacy without prescription (P), under the 
supervision of a pharmacist 

General sale list (GSL), sold in general retail 
outlets without the supervision of a pharmacist

 

The Consumer Healthcare Products Association 
(CHPA),10 the trade group representing OTC and 
supplement manufacturers based in Washington, D.C., 
reports that OTC medications save U.S. consumers 
$102 billion annually with approximately $77 billion in 
saved costs of visits to physicians and diagnostic tests, 
and an estimated $25 billion per year in savings given 
the lower prices of OTC drugs compared with prescrip-
tion drug costs. 

Legal 
issues/Act 
of Congress 
Required

AMA and 
Pharma against

Payers, retail-
ers and 
consumers 
neutral

GAO finds no 
benefts from 
BTC class where 
it exists

RPh Assn in favor

10
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medicines containing pseudoephedrine must be kept 
behind the pharmacy counter and only be dispensed 
in limited quantities.

Legislation to create a third class has been carefully 
considered. In 1995, Representative John Dingell, the 
ranking member of the House Committee on Com-
merce ordered the U.S. Government Accountability 
Office (GAO) to conduct a study on creating an addi-
tional class of drugs and determine if there are signifi-
cant benefits or costs form such a class. The GAO 
reviewed the drug distribution systems in ten coun-
tries and the European Union. The conclusion of the 
GAO study was that the United States is the only coun-
try examined at that time that did not have a third 
class, but that reliable and valid studies that examine 
the impact of drug distribution systems do not exist, 
that consumer utilization of BTC medications is limit-
ed, and there is no evidence to support the contention 
that major benefits are being obtained in countries 
that have a third class.

Talks of a third class died down after the 1995 GAO 
report. However, discussions began to resurface 
following the Mevacor Advisory Committee meeting 
in 2005 in which many of the committee members 
suggested they would approve Mevacor without a 
prescription if there was a third class available.  

The momentum for a third class continued; in Novem-
ber 2007, the FDA held an open public hearing on BTC. 
There were thirty speakers who provided testimony 
with approximately half being favorable and half 
being unfavorable. In general, pharmacists and phar-
macy groups were the ones providing favorable com-
ment and physicians and physician groups (including 
the American Medical Association) were unfavorable.    

There was very little public debate following the FDA 
hearing. However, as a follow up to the hearing, the 
GAO was ordered to conduct an update of its 1995 
report on BTC. In their updated report published in 
February 2009, the GAO cited the FDA hearing and 
noted that proponents argued that BTC would 
enhance public health through increased availability 
of nonprescription drugs and greater use of pharma-

cists’ expertise. Furthermore, cost savings to the over-
all system would be realized from fewer physician 
visits and a decline in drug prices once they are no 
longer prescription only. 

GAO also noted that opponents to BTC are concerned 
about it becoming a default for all switches, thereby 
preventing some drugs from becoming OTC. Further-
more, they question whether pharmacists can deliver 
high quality healthcare. With regards to cost savings, 
they raise the possibility of consumers out-of-pocket 
cost actually going up if third-party payers elect not to 
cover BTC medications.

Once again the results of the GAO study focused on 
the short comings of having a BTC classification in the 
United States. As a conclusion they state pharmacist, 
infrastructure, and cost-related issues would have to 
be addressed before a BTC class could be established.  
For example, ensuring pharmacists provide BTC coun-
seling and that pharmacists have infrastructure to 
protect consumer privacy would be important. Issues 
related to the cost of BTC drugs would also require 
consideration. For example, the availability of 
third-party coverage for BTC drugs would impact 
consumers’ out of pocket expenditures and pharma-
cists’ compensation for providing BTC services would 
also need to be addressed.

Following the GAO report, the momentum for BTC 
seemed to vanish and there has been little public 
debate or discussion since. Although a large opportu-
nity for BTC legislation did come along when congress 
passed the Affordable Care Act in March 2010. This 
piece of legislation was designed to give more Ameri-
cans access to healthcare and medications and would 
have been an ideal opportunity to pass legislation 
relative to a third class of pharmaceuticals. Given its 
exclusion, BTC is likely off the table for the foreseeable 
future. Additionally, the wide disparity by major stake-
holder groups in the U.S. healthcare system are likely 
reasons why the BTC discussion has not progressed. 
For example, while some pharmacists groups are in 
favor of a BTC class most physicians associations and 
the pharmaceutical industry in general are not. 
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Nonprescription Safe Usage Regulatory Expansion (NSURE) Initiative

While it appears that the FDA is no longer pursuing 
BTC, it has announced a new OTC program known as 
the Nonprescription Safe Usage Regulatory Expansion 
(NSURE) initiative. The program is designed to encour-
age the use of technology to assist consumers in the 
appropriate self-selection and use of OTC medica-
tions. The way the program is designed, it has the 
potential to allow even greater access of nonprescrip-
tion medications in the United States than the BTC 
paradigm.

Published on February 28, 2012, the novel program 
explores how new and different switches may come 
to market through the use of new technologies and 
how pharmacists and healthcare professionals can 
create an environment conducive to consumers using 
additional medications in a safe setting. Ultimately, 
the program is all about the use of technology to assist 
consumers in the appropriate self selection, as well as 
the on-going safe use of nonprescription medications 
in the United States.

The first OTC switch product to include technology 
making it more than a “pill in a box” was alli, a weight 
loss medication from GlaxoSmithKline. Approved in 
February 2007, well before NSURE was announced, 
the packaging for alli included a link to a web site 
offering a comprehensive program for weight loss, 
including tracking weight. Although the technology 
was not considered part of the labeling or a condition 
for approval, members of the FDA Advisory Commit-
tee for alli made numerous favorable comments 
about the web site which certainly aided in their deci-
sion to vote favorably for approval of the product. Alli 
may have even triggered the FDA’s thought process in 
the development of NSURE.

At a meeting sponsored by American Conference 
Institute on OTC drugs in New York City on October 
29, 2013, the technical lead for FDA’s NSURE initiative, 
Riken Mehta, encouraged firms interested in pursuing 
innovative Rx-to-OTC switches to start a dialogue with 
FDA now, rather than waiting for the agency to further 
develop its new paradigm for expanding the availabili-
ty of nonprescription drugs. Mehta further noted that 

FDA reviewers are open to discussing what can be 
done to facilitate switches under the current switch 
paradigm on a product-by-product basis and that OTC 
drug manufacturers do not have to wait for the para-
digm to mature to suggest a role for new technology 
or health care providers in an Rx-to-OTC switch. 

From a legal perspective, it appears as though NSURE 
will not require congressional approval. Nevertheless, 
there is the potential for legal challenges down the 
road. Therefore, the FDA is vetting the program 
through the legal system by publishing the initiative in 
the Federal Register. The text below represents 
excerpts from the NSURE initiative published in the 
Federal Register on February 28, 2012.

In March 2013, Janet Woodcock, M.D., director, FDA’s 
Center for Drug Evaluation and Research stated, “OTC 
drugs have had great success in providing consumers 
with excellent self-care options. But our concept of 
self-care is limited to conditions that can be self-diag-
nosed and self-treated based on the information in 
the drug facts box, combined with common knowl-
edge.” She added, “What we are asking is, should 
there be more flexibility in the concept of nonpre-
scription drugs? Can we broaden the assistance a 
consumers gets and increase the types of medicines 
that might be available over-the-counter. Pharmacists 
could also reinforce directions for use.”

“We are crafting changes for the future and want to 
incorporate innovations and new technologies into 
CDER’s regulatory practices,” said Woodcock. “The 
rules for nonprescription status were established in an 
age when widespread access to information technolo-
gy did not exist. The world is evolving. It is clear there 
are now many interactive mechanisms that can help 
consumers through the process of self-diagnosis and 
medication selection in a much more comprehensive 
manner than a few words on a fact box.” Woodcock 
continued that the new NSURE initiative “…will 
require rulemaking. We are gathering information 
from stakeholders about potential
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impacts of changing OTC regulations.”

“We are talking about the future of electronic health 
records and other electronic tools such as e-prescrip-
tions and patient portals that evolve. Pharmacy, 
patients and providers will be linked in new ways. 
Greater pharmacist involvement could provide an 
avenue to bring non-adherent individuals back into 
health care. Methods to inform and link providers 
could be developed,” said Woodcock.

Challenges that are noted by Woodcock for the 
NSURE initiative include: liability concerns, disruption 
of workflow for often overburdened pharmacists, 
equipment costs, and questions about health insur-
ance reimbursement. While FDA, consumer groups, 
health care associations and other Federal govern-

ment agencies acknowledge potential issues with this 
new paradigm, most are willing to move forward. “We 
are in the mindset of ‘yes, if’ instead of ‘no, but,’” said 
Tom Menigham, executive vice president, American 
Pharmacists Association.

In 2014, Theresa Michele, MD has been appointed as 
FDA’s Director, Division of Clinical Evaluation and 
Acting Director, Division of Nonprescription Regula-
tion Development Center for Drug Evaluation and 
Research (CDER), and has brought with her a new 
team to the agency. It is not yet clear what Dr. 
Michele’s stance on NSURE or future switches are and 
if these may differ from Woodcock's standpoint. This 
change in stewardship at FDA could be a challenge for 
manufacturers seeking to bring new switches to 
market.

Future of Switch

IRI/Kline believes that once fully developed, the 
NSURE program will open the door to greater access 
of nonprescription drugs in numerous therapeutic 
categories (including serious, chronic conditions) 
initially in the United States and will eventually 
become the model used for switch throughout the 
rest of the world.    

While widespread around the world, the BTC model 
has not been demonstrated to improve public health 
to the degree anticipated. For example, Zocor Heart 
Pro, the statin cholesterol reducer that was approved 
for BTC use in the United Kingdom was eventually 
taken off the market by Johnson & Johnson because 
sales were too low for it to remain viable. Pharmacists 
in the United Kingdom have complained that interac-
tion with consumers diverts them from their practice 
and that they are not compensated for their BTC 
consultations. In the United States, other consider-
ations for establishing a third class exist including 
whether pharmacists have the time and infrastructure 
to insure confidential consultations, as well as reim-
bursement issues.  

Through the NSURE program, these considerations 
will be addressed on a unique basis for each individual 

therapeutic category, making it a much more compre-
hensive system. Furthermore, what was learned from 
BTC experiences can be incorporated into the devel-
opment of the NSURE program for categories where 
BTC exists. 

While NSURE is still in the stages of early develop-
ment, once established we believe it will open the 
flood gates to numerous switches including medicines 
for chronic conditions that require periodic testing to 
evaluate therapeutic response. Forward-thinking 
companies that invest in the development of this 
model will be rewarded with first-in-class switches for 
their products. Initially, technologies will be devel-
oped for U.S. switches. However, once developed, 
these technologies could then be used to help move 
products from BTC to OTC in other countries through-
out the world. While BTC has been a model used 
outside the United States, it clearly limits access as 
compared to OTC. For example, in 2006, cold medica-
tions containing the decongestant pseudoephedrine 
(PSE) were moved from OTC access to BTC status in 
the United States because of concerns regarding their 
use in the illegal manufacture of methamphetamine. 
As a result, sales dropped significantly. 
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Major cold and sinus brands such as Wyeth’s (now 
Pfizer Consumer Care) Advil Cold & Sinus and Johnson 
& Johnson’s Sudafed experienced deep (approximate-
ly 70%) and immediate declines in consumer take-
away due to the barrier created, versus previous 
normal availability, when these products were moved 
from the open shelf to BTC.  These and other market-
ers reformulated the products to contain another 

decongestant, phenylephrine, in order to continue to 
meet the needs of consumers looking for OTC cold 
and sinus medications.  

One of the biggest advantages of NSURE is that it 
enables a product to remain OTC and is thereby less 
restrictive in access compared to BTC.

Traditionally, drugs that address chronic conditions 
for which patients must take medication on a regular 
basis are less likely to be approved for switch than 
those that address transitory conditions. This is 
because the risk of adverse reaction increases dramat-
ically with chronic use drugs. Past switches of cold 
medications, nasal decongestants, allergy relief prod-
ucts, anti-itch products, cough syrups, sleeping aids, 
fungicidal preparations, general pain relievers, eye 
care products, antacids, hair regrowth treatments, 
smoking cessation aids, feminine yeast infection med-
ications, and corn/callus/wart removers all met these 
criteria; these OTCs were intended to treat acute 
rather than chronic conditions. 

With the use of technologies and other measures 
outlined in the NSURE initiative it is possible that more 
medications used to treat chronic conditions could be 
brought to the OTC market. The onus is on the phar-
maceutical industry to design studies that demon-
strate to FDA that these medications can be used 
safely by consumers on their own or with the use of 
OTC diagnostic tools, new technologies, and/or the 
assistance of a pharmacist.

In the new switch paradigm, it has become clear that 
there are three distinct types of switches that will 
emerge. There are switches that will be driven largely 
by market or competitive forces where switch spon-
sors determine when to file and enter the market. In 
such cases, regulatory approval of such switches is 
almost a foregone conclusion, barring significant 
errors in study design or filing by the sponsor. The 
timing and market entry will be part of the marketers’ 
strategy to fend off generic competition or to enter 

the OTC market at an opportune time for commercial 
purposes. The categories with a high likelihood of 
switch that are expected to gain regulatory approval 
relatively easily and quickly and whose timing will be 
determined largely by market forces include oral and 
nasal allergy medications and proton pump inhibitors. 
There have been many past switches approved and 
marketed safely in both of these categories and both 
allergies and frequent heartburn are conditions that 
can be easily recognized and safely self-treated by 
consumers.

The second type of switch are those where the oppor-
tunity to enter the market and timing of the switch 
will largely be determined by regulators and whether 
they are satisfied that OTC drugs can be safely used in 
the category. These relate to new OTC categories and 
could include conditions that are more chronic in 
nature. The symptoms of such conditions may also be 
difficult or even impossible for the patient to discern 
independent of lab tests. Examples of categories that 
will be characterized by and dependent on regulatory 
approval include BPH and cholesterol. Medications for 
these conditions have never been sold without a 
prescription in the United States and gaining FDA 
approval of such switches will be challenging and will 
require creative and innovative solutions to allowing 
consumers access to these medications without a 
prescription and being able to safely use of these 
medications without a prescription from a physician.

The third type of switch will fall somewhere in 
between the market driven switches and regulator--
determined switches. These will be for conditions 

Future Potential Switches in the United States
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where there may be existing OTCs however a new 
drug with a new mode of action, new active ingredi-
ent, or better efficacy is attempting to enter the 
market. Examples of these types of switches include 
those in the acne, skin rash (eczema and psoriasis), 
leukotriene inhibitors (for allergy indications), sleep-
ing aids, migraine, and incontinence categories. Most 
of these categories tend to be transient in nature and 
have symptoms that consumers can safely recognize 
and self-treat. However, the newer medications that 
may attempt switches in these categories are not 
shoe-ins necessarily because they may contain non--

monograph ingredients, work very differently from 
existing OTCs, or there may be concerns about need-
ing initial diagnosis, symptom masking of more 
serious conditions, or removing patients from the care 
of a physician when there could be a potentially 
serious condition that requires medical intervention. 
Therefore, switch applications in these categories will 
be filed according to market forces, but will also need 
to prove to regulators that consumers are capable and 
likely to use them safely in the OTC setting.

IRI/Kline forecasts robust Rx-to-OTC switch activity 
over the next five years in the United States with 
many new brands entering the market into existing 
categories (oral and nasal allergy, PPIs, acne, inconti-
nence, sleeping aids, anti-itch) along with several all 
new OTC categories emerging (cholesterol, migraine, 

and leukotriene inhibitors). In a best case scenario, 
assuming the FDA approves a wide number of switch-
es in both existing and brand new categories, Kline/
IRI forecast that these new switches could add as 
much as $3 billion to the U.S. OTC market in manu-
facturers’ dollar sales.  

1

DETERMINED
 BY MARKET

    DETERMINED
 BY REGULATIONS

SOMETHING 
IN BETWEEN

Types of Switches that Will Emerge
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Given the past failed switch attempts of statins, pros-
pects for switching in this category were considered 
very low. While statins are generally considered to be 
safe and effective, the many attempts to switch them 
to OTC have proved unsuccessful. In the 2000s, there 
were several failed attempts of switches of statins. 
Bristol-Myers Squibb partnered with Bayer Consumer 
Care for an attempted switch of Pravachol (pravasta-
tin) and was denied. Merck attempted to switch 
Mevacor (lovastatin) three times and was denied each 
time. In the case of lovastatin, the switch paradigm 
was for patients at moderate cardiovascular risk to 
receive the OTC product. In the end, FDA Advisory 
Committee members were skeptical that consumers 
could figure out whether they fell in to the moderate 
risk category and if they could follow the results of the 
medication to make sure they reached treatment 
targets.

However, with the NSURE initiative, the doors are 

once again open to switch. In fact, Pfizer’s upcoming 
switch attempt of Lipitor is expected to be key in 
charting the future direction companies need to take 
under the NSURE initiative. It is believed that Pfizer 
has developed a technology that will enable consum-
ers to either have a blood test or enter information 
from a blood test that will assist them in determining 
if they fit into the moderate risk for heart disease cate-
gory. In addition, the technology will also help 
consumer’s weigh other cardiovascular risk factors in 
determining if they are appropriate candidates to take 
Lipitor OTC. This technology will also help the consum-
er determine if they respond adequately to therapy 
and should continue to take the medication on an 
on-going basis.  

Pfizer has just completed the actual use study for 
Lipitor OTC at the end of 2014 and is expected to file a 
switch application with FDA in mid-to-late 2015. An 
FDA Advisory Committee meeting is therefore

Figure 3: Categories of Future U.S. Rx-to-OTC Switches Mapped by Characteristic
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expected sometime in early 2016 enabling manufac-
turers to gain a first-hand understanding of what 
direction the NSURE guide lines will take. IRI/Kline 
believes that the industry will watch this test case very 
closely and if Pfizer is given clear direction from FDA, 
other companies will invest in pushing forward with 
switches for other chronic medications.  

Many of the therapeutic areas that IRI/Kline has iden-
tified as being potential switch candidates in the 
United States have already switched to nonprescrip-
tion status elsewhere in the world, as shown in the 
table below.

A clear cut disparity currently exists between switches 
in the U.S. and the rest of the world. Without a doubt, 
this disparity exists because of the unique two class 
system (Rx and OTC) in the United States versus the 
three class system (Rx, BTC, OTC) system in the rest of 
the world. The FDA, as well as Congress, have looked 
into developing a third class of drugs in the United 
States, but feel that it has many obstacles that would 
not allow it function optimally in the United States. 
Therefore, the FDA has developed an initiative known 
as NSURE as a way of using technology to assist 
consumers in the safe and effective use of OTC medi-
cines.

IRI/Kline believes that the NSURE initiative will open 
the door to a new era of Rx-to-OTC switch not only in 
the United States, but around the world as well. 

NSURE enables a path forward to switching medica-
tions for chronic, asymptomatic conditions that can 
lead to life-threatening outcomes, thereby increasing 
access and serving a public health benefit to millions. 
In countries with an existing BTC category, NSURE 
technologies will enable products to move from BTC 
to OTC expanding access even further.

However, IRI/Kline also expects that the path forward 
with NSURE will be intentionally slow and fraught with 
difficulties along the way. It will take patience and 
deep pockets for the innovator companies to move 
forward. However, they will eventually be rewarded 
for their efforts. If most of the future switches are 
approved by the FDA, total sales added to the OTC 
market could be as high as $3 billion, not including 
private-label copies of branded switches.

 

Acne
Allergy 

Analgesics 



BPH 

Cholesterol 



Eczema 



Migraine 



Sleeping aids

Potential future switch 
candidate in the United States

Nonprescription in markets
outside the United States

Antifungals

Digestives

Erectile dysfunction

Oral contraceptives

Incontinence

Conclusion

Switch Candidate Classes U.S. versus Rest of World 
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     USA
Rx-to-OTC

Rest of World
 Rx-BTC-OTC

Historically allowed for few switches in 
small number of drug classes

Allows for wider number of classes for 
potential switch within existing two class 
system

NSURE

Allows for greater number of switches 
across wide variety of classes

Barriers to access BTC

Often leads to poor commercial results
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About the IRI/Kline Alliance

About IRI:

About Kline:

About the IRI Partner Ecosystem:

For more information on this white paper or the IRI/Kline alliance please contact Lisa C. Buono, Client Insights 
Principal, Health Care Vertical at IRI Lisa.Buono@iriworldwide.com or Laura A. Mahecha, Industry Manager, 
Healthcare at Kline & Company Laura.Mahecha@klinegroup.com.

Information Resources, Inc. (IRI) the global leader in innovative solutions and services for consumer, retail and 
over-the-counter healthcare companies, and Kline & Company, a global market research and management 
consulting firm, have established an exclusive alliance to serve the worldwide, over-the-counter (OTC) drug and 
overall consumer healthcare industries. This powerful alliance will provide a higher level of data accuracy and an 
unparalleled, global range of thought leadership on stimulating topics in the consumer healthcare space. 

As part of this collaborative relationship, IRI will contribute its granular, widely recognized, point-of-sale (POS) 
market data, related insights, and thought leadership. Meanwhile, Kline will provide its unmatched historical data-
base, global network, and 360-degree view of the complex OTC drug market, including its comprehensive channel 
coverage and vast expertise in the area of Rx-to-OTC switches. 

The collaborative thought leadership will manifest through white papers like this one on such topics as Rx-to-OTC 
switch, merger and acquisition activity, new product innovation, as well as trends and issues in international and 
emerging markets within the OTC drugs industry.

IRI is a leader in delivering powerful market, consumer and media exposure information, predictive analytics and 
the foresight that leads to action. We go beyond the data to ignite extraordinary growth for our clients in the CPG, 
retail and over-the-counter health care industries by pinpointing what matters and illuminating how it can impact 
their businesses.  Move your business forward at www.iriworldwide.com. 

IRI fundamentally believes that delivering differentiated growth for clients requires deep, highly integrated part-
nering with a variety of best-of-breed companies. As such, IRI works closely with a broad range of industry lead-
ers to create innovative joint solutions, services and access to capabilities to help its clients more effectively 
compete in their various markets and exceed their growth objectives. IRI is committed to its partnership philoso-
phy and continues to actively enhance its ecosystem of partners through alliances, joint ventures, acquisitions 
and affiliations. The IRI Partner Ecosystem includes such companies as BlueKai (an Oracle Co.), The Boston 
Consulting Group, comScore, Datalogix (an Oracle Co.), Experian, GfK, Ipsos, Kantar, Kline, MaxPoint, Millward 
Brown Digital, Rentrak, SPINS, Univision, MasterCard Advisors and others.

Kline is a worldwide consulting and research firm dedicated to providing the kind of insight and knowledge that 
helps companies find a clear path to success. The firm has served the management consulting and market 
research needs of organizations in the agrochemicals, chemicals, materials, energy, life sciences, and consumer 
products industries for over 50 years. For more information, visit www.KlineGroup.com. 
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