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Background
While most consumers regularly rely on nonprescription medicines for self-care, the
pandemic — which began in 2020 — accelerated major shifts in consumer behavior,
intensifying over-the-counter (OTC) usage and purchasing. More importantly, the
public health emergency caused consumers to find new ways to advocate and care for
themselves through the use of virtual doctor visits, apps and telemedicine. These
massive shifts in consumer behavior caused a never-before-seen surge in sales for
overall consumer healthcare (CHC) products. This paper examines the implications of
these behavioral changes on the market and considers the following key trends and
their effects on the Rx-to-OTC switch:

• Rx-to-OTC switching has been going on for over 40 years, and most of the obvious
switches, including pain medications such as Advil and allergy relief such as Claritin,
Zyrtec, and Flonase, have been brought to market. The switch candidates that
remain as future possibilities, including erectile dysfunction, migraine and antiviral
influenza medications, are significantly more complex and will require many years
and millions of dollars of investment to accomplish.

• Even after all these years, however, some OTC marketers see switch as a lucrative
engine for growth as switch brands often reach annual retail sales levels in excess of
$100 million or more, such as Advil (ibuprofen), which was launched in 1984 and
had retail sales of $679 million in 2021.

• Switch offers the additional opportunities for companies to innovate, increase self-
care and wellness for consumers, improve public health and reduce costs on the
healthcare system.
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Switches benefit consumers by saving time and money and avoiding the inconvenience
of seeing a doctor for conditions that can be treated using nonprescription medications.
According to the Consumer Healthcare Products Association, “Thanks to Rx-to-OTC
switches, families can conveniently buy and use a wider range of medicines and
products without having to go to the doctor.” The trade group cites specific cost
savings as a direct result of switches:

• As more prescription allergy medicines have switched to OTC, there has been a clear
shift toward these more convenient and affordable options. The percentage of
allergy sufferers who use OTCs has gone up from 66% in 2009 to 75% in 2015.

• When nicotine replacement therapies went OTC, there was a 150% to 200%
increase in their purchase and use in the first year after the switch. Increased access
enabled tens of thousands of smokers to use these products to help quit
smoking. That is a $2 billion benefit every year.

CHPA states, “Every $1 spent on OTC medicines saves the healthcare system $7, which
translates into $146 billion annually.” The U.S. FDA has recently indicated that these
powerful statistics in favor of switching are fostering a regulatory environment
increasingly in favor of additional switches. Furthermore, the recent intensely growing
interest of consumers in self-care creates a strong imperative for increased switching
activities in the future.

For decades, Kline & Company has been tracking Rx-to-OTC switches and their impact
on the consumer healthcare (CHC) market. A brief history of switch is shown in Figure
1, featuring familiar brands, many of which have become household names in the U.S.
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Figure 1: U.S. Rx-to-OTC Switch Progression 

• 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 caused sharp spike in private-label (PL) OTCs • 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)

• 1990-1992 recession• PL penetration increases across all categories• Robust switch activity: Naproxen sodium (Aleve), H2 antagonists 
(Tagamet HB, Pepcid AC, Zantac 75, and Axid AR), antifungals 
(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)

• Fewer switches create huge brands• Low- and non-sedating antihistamines (Claritin, Zyrtec)• Proton pump inhibitors (PPIs) (Prilosec OTC, Zegerid OTC, and Prevacid
24HR)• Hyperosmotics (Miralax)• Alli creates medicated weight loss market• Plan B creates OTC emergency contraceptive market• FDA Advisory Committees are conservative and deny several 
switch applications• 2008: great recession begins  consumers highly cost-
conscious, penetration of PL continues

• Widespread recalls impact market 2010-2013• Fexofenadine (Allegra) switch approved in 2011• FDA issues Nonprescription Safe Usage Regulatory Expansion (NSURE) 
initiative in 2012• Oxytrol for Women first OTC overactive bladder (OAB) medication 
approved in 2013• Nasacort 24HR approved first OTC nasal steroid for allergies in 2013• Nexium 24HR proton pump inhibitor (PPI) and Flonase intranasal allergy 
steroid approved in 2014• Rhinocort Allergy Spray approved in 2015• Flonase Sensimist allergy spray and Differin Gel for acne approved in 2016• Xyzal Allergy 24 Hour approved in 2017

• OTC monograph reform and regulatory modernization passed as 
part of CARES Act in 2020• Pataday eye drops and Voltaren Arthritis Pain topical non-steroidal anti-
inflammatory drug (NSAID) approved in 2020• Sklice anti-lice shampoo approved in 2020• Advil Dual Action pain reliever in 2020• Astepro nasal allergy spray approved in 2021• Lastacast allergy eye drops approved in 2022

Source: Kline & Company’s Rx-to-OTC Switch Forecasts, 2020
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The FDA announced the Nonprescription Safe Usage Regulatory Expansion (NSURE)
initiative 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.

In 2018, the FDA updated its 2012 NSURE Guidance for the industry with new
suggestions for Innovative Approaches for Nonprescription Drug Products. Two key
approaches discussed by the agency in the 2018 Draft Guidance are:

a) Expanding labeling beyond the standard Drug Facts Label (DFL) to better inform
consumers on safe and effective use in an OTC setting: This could include expanded
leaflets or information where the sponsor has more room to provide consumers
with the information necessary to make the best self-selection decisions.

b) Implementation of additional aids beyond labeling to help consumers appropriately
self-select and use the OTC product: This could include mobile applications,
information on websites, videos or other aids to help consumers make the right
purchase decision.

This receptiveness at the FDA to switches could help pave the way for new approvals in
existing and altogether new OTC categories.

Since 2015, Rx-to-OTC switch activity in the United States has increased as the FDA
signals its willingness to approve innovative switches. For example:

• The FDA’s approval of nasal steroids, eye allergy drops, topical analgesics and
topical lice therapies shows a willingness to approve switches in categories where
switch activity was once curtailed by concerns related to the systemic absorption of
topically applied products. Such receptiveness by the FDA could open the door to
other switches for dermatologic and ophthalmic products.

• The FDA also took a proactive stance in switching naloxone. It also took the
unprecedented step of developing a DFL and testing it in label-comprehension
studies in order to streamline the approval process for a switch of an opioid
overdose antidote.

• To address more challenging switches, where self-selection and actual use is
complicated, the FDA published an Industry Guidance letter encouraging sponsors to
integrate technology into OTC development — all of which signals increased
opportunities.

Increased Regulatory Receptivity to Switch



2021 Retail Sales, 
$B

% Share of Total 
Market

Total OTC Market-a 41.2 100.0

All branded Rx-to-OTC switches 6.6 16.0

Store brand and private-label versions 
of switch brands 1.8 4.4

Total switch sales 8.4 20.4

Table 1: Market Share of Switches

a-Excludes consumer devices and nutritional supplements.

Source: IRI MULO sales data 52 weeks ending 12/26/21.
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Recent Switches
Figure 2: Recently Approved Rx-to-OTC Switches

Using recent sales data from IRI, it is estimated that branded switches account for
about 16% of the overall OTC healthcare market and more than 20% when store brand
and private-label versions of those branded switches are included. In 2021, the
cumulative value of switch brands and store brands/private-label equivalents was
worth approximately $8.4 billion in sales.

Commercial Value of Switches

The recent switches shown in Figure 2 above are real-life examples of switch approvals
that were unlikely to have been approved by the FDA only a few years ago.



In 2021, the overall OTC business grew 5.9%, while the switch segment grew 8.3%.
Switched brands accounted for 28% of the growth of the OTC industry in 2021 versus
2020, while only accounting for about 20% of the industry's sales, confirming the
growth power of Rx-to-OTC switches.

Switches Drive Market 
Growth

• 28% of market growth 
derived from switch brands in 
2021

• While switch brands account 
for only 20% of total market 
salesGrowth of Switch 

Brands
Growth of Total 

OTC Market

8.3%

5.9%

Over the years, Rx-to-OTC switches have brought many brands to market including
ones that consumers rely on to help alleviate pain, allergy and cold symptoms, and
constipation; quit smoking; and even when contraceptives fail. Below are the 10
leading switch brands ranked in order of sales in 2021.

Brand Company Category 2021 Sales, $M*
Advil GlaxoSmithKline General pain relievers 680
Zyrtec Johnson & Johnson Allergy relief 600
Claritin Bayer Group Allergy relief 590

Plan B One-
Step

Foundation 
Consumer Healthcare

Emergency 
contraceptives 410

Mucinex Reckitt Cold and sinus 
medication 400

Allegra Sanofi Allergy relief 350
Aleve Bayer Group General pain relievers 320
Flonase Allergy GlaxoSmithKline Allergy relief 320
Nicorette GlaxoSmithKline Smoking cessation 310
MiraLAX Bayer Group Laxatives 290
*Rounded retail sales. Source: IRI MULO sales data 52 weeks ending 12/26/21.

Table 2: Leading Rx-to-OTC Switch Brands, 2021
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The process of switching drugs from Rx-to-OTC status takes planning, time (often five-
plus years), medical, scientific, legal, regulatory and marketing expertise, as well as
millions of dollars. That is why most switch activity comes from the largest OTC
manufacturers in the U.S. And where an occasional one-off is seen, it is typically via
acquisition, often from an Rx-centric company in need of the infrastructure to
successfully market to consumers; or an older switch brand that may have found itself
dwarfed by larger brands in a company's huge portfolio and subsequently divested.
This pattern is shown below in Figure 3.

Changing Competitive Switch Landscape

There are two tiers of companies involved in Rx-to-OTC switch:

Tier 1 companies are those that have a heritage in prescription drugs, have large
consumer health divisions, have substantial experience with past switches, have a
long-term commitment to switch and have made switch an essential part of the
company’s long-term strategy for growth. Examples of tier 1 switch companies are
GSK, Bayer, Johnson & Johnson and Sanofi, and these players also have the most
switches as shown above.

Figure 3: Number of Switched Brands by Company, 2021

10

8

5
4

2 2 2
1 1 1 1 1 1 1

GSK and Bayer have the most substantial switch portfolios created in 
part through acquisition

Source: IRI MULO data 52 weeks ending 12/26/21; based on the 40 switch brands tracked
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Tier 2 companies are those that are not as focused on switch as a growth strategy, do
not have Rx lineage, do not have as much experience with switch approvals and may
have one or two switch brands in their portfolio due to acquisitions or licensing
agreements. These can run the gamut from consumer products companies to specialty
pharmaceutical players.

GSK boasts the strongest portfolio of switches created by combining switched brands
from both GSK and Pfizer Consumer Healthcare. With sales of its switched brands
totaling $1.9 billion or about 22% of switch brand sales for the industry, GSK was the
definitive leader in switch in 2021. Notably, 10 brands contributed to this significant
sales volume, with Advil topping the list with sales of $679 million down to Prevacid
with sales of $19 million. GSK's switch brands compete in both large and small
categories — from internal and external analgesics, to smoking cessation, allergy,
antacids, antivirals, antifungals and even weight reduction.

Bayer is next in line, largely on the shoulders of the acquisition of Merck Consumer
Brands in 2014. The combined portfolio means the firm now has eight switches with
total branded sales of $1.2 billion. Schering, which became a part of Merck, was a
switch powerhouse dating back to 1976, when the first antihistamines and nasal
decongestants were approved for OTC status. Bayer's lead switch brand is Claritin with
nearly $600 million in annual sales, followed by Aleve, MiraLAX, Lotrimin and a few
smaller brands in maintenance mode. Notably, Astepro was approved in 2021, but
distribution and availability for the 2022 allergy season has been delayed.

The next two switch leaders are Johnson & Johnson and Sanofi with five and four switch
brands, respectively. Each company's leading switch brand is a second-generation
antihistamine: Zyrtec for J&J at a massive $595 million, and Sanofi’s Allegra at a solid
$348 million. Sanofi has recently announced that it is working on Rx-to-OTC switches of
Tamiflu, an antiviral medication used to reduce the severity and duration of influenza
symptoms, and Cialis for erectile dysfunction. The company has stated 2026 as the
expected year of launch, assuming that it can get favorable decisions for switch from the
FDA. Both of these medications are expected to create first-in-class medications in new
OTC categories. If approved, other marketers in these categories could attempt switches
of follow-on medications to expand the category, and eventually, store brands and
private-label versions of these brands would enter the market.

For these large OTC marketers, Rx-to-OTC switch is a strategy for future growth and
new product development and a key part of the overall long-term strategy for sales
and market share growth of the company. This includes GSK, J&J, Sanofi and Bayer.
Other marketers, however, have found themselves with one solid switch brand that
may have been homegrown, such as Galderma with Differin, or in-licensed, such as the
case with Procter & Gamble and Prilosec OTC. Either way, these companies may or
may not have long-term plans for investing in switch and are not likely to be the
innovator companies to create new OTC categories with novel switches.
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Acne Influenza

Allergy (oral, nasal and eye drops) Migraine

Asthma (leukotriene inhibitors) Narcotic overdose antidote

Benign prostatic hyperplasia (BPH) Oral contraceptives

Cholesterol reduction Osteoporosis medications

COXII inhibitors Overactive bladder

Digestives (IBS) Pink eye treatments

Eczema/psoriasis Sleeping aids

Erectile dysfunction (ED) Smoking cessation aids

Hearing aids Topical analgesics

Table 3: Potential Future Switch Categories

As prescription patents expire, new molecules become switch candidates. The process
of evaluating the appropriateness of a drug for the OTC status generally begins many
years prior to patent expiration and has become an integrated part of pharmaceutical
life cycle management. Switch development requires large investments of resources,
many years of planning and multiple clinical trials to prove to regulators that the drug
can be used safely by consumers without the intervention of a healthcare professional.
There are several drugs that are currently candidates for future switches. Some would
be newer medications in the existing categories such as allergy, topical analgesics and
smoking cessation. Others would create entirely new OTC categories that have
never been available without a prescription, such as erectile dysfunction, migraine and
antiviral influenza medications. Moreover, with increasing openness by the FDA on new
switches and increasing consumer access to self-care options, some devices that
traditionally required a prescription may be made available without a prescription, such
as hearing aids. Category-creating Rx-to-OTC switches substantially drive sales growth
for the OTC industry and are typically large enough, $200 million or more, to make it
attractive for other brands in the same class of drug to consider switching, driving
growth even further.

Future Switches

Source: Kline & Company’s Rx-to-OTC Switch Forecasts, 2020
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Historically, Rx drugs for any conditions that were asymptomatic or that require lab
testing for diagnostic purposes would not have been considered viable switch
candidates. However, new technologies such as at-home or mail-order testing,
telemedicine and smartphone apps have increased the possibility of bringing such
medications to market through switches. Moreover, the FDA has, through NSURE,
asked the industry to use devices, apps, or other innovative solutions to help address
the challenge of balancing safety with increased consumer access to medicines.

Triptans are a prescription class of medications that are used to treat migraine. In the
United Kingdom, GlaxoSmithKline moved Imigran Recovery (sumatriptan, 50mg) from
prescription to pharmacy status, meaning consumers can obtain the medication
without a prescription there. This drug class has been suggested as a potential for
future switches in the U.S., where GlaxoSmithKline markets sumatriptan as Imitrex,
along with several other pharmaceutical companies marketing triptans such as
AstraZeneca, Bayer and Pfizer. However, technological advances, including
telemedicine, have increased consumer access to migraine medications without a
switch. Nurx.com is an online service that offers personalized treatment for consumers
with migraines, including access to a medical team, evaluation, treatment and home
delivery of prescription and OTC medications. The service also offers services for HIV
prep, at-home tests and screenings for STDs, in addition to access to oral and
emergency contraceptives.

How Technology Can Support Future Switches

Figure 4: Web-Enabled Prescription Nurx Medication for Migraine
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There are companies that specialize in telemedicine and other tools that increase
consumer access to healthcare. For example, Amwell offers telemedicine and
technology solutions such as in-store kiosks and smartphone apps that can help
consumers make informed choices about whether a drug is appropriate for them to
use. This sort of technological support is a game-changer that pharmaceutical
companies can use to help gain favorable switch decisions from the FDA, because it
helps support better decisions, can keep patients safe, and can help with post-approval
monitoring of adverse events.

Weighing Business Opportunity With Regulatory Risk
Analyzing the vitality of individual category/product switches often involves weighing
two key factors: regulatory risk and business opportunity. Ideally, companies want to
pursue switches where the regulatory risk is low and the business opportunity is high.
Switch propositions where the regulatory risk is high and the business opportunity is
low would not likely happen and would thus remain Rx. Below is a chart that depicts
the convergence of these two important factors.

Figure 5: Regulatory Risk Versus Business Opportunity of Rx-to-OTC Switches
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Future prospects for Rx-to-OTC switch opportunities are exciting and promising. The
FDA seems to be cooperating more than in the past, enhancing switch opportunities
and driving growth in the OTC marketplace. Kline and IRI view the current switch
environment as having two very distinct opportunities: major new brands that create
entirely new OTC categories and follow-on switches in existing OTC categories. The
major new switches are likely to be undertaken by the largest players, including
GlaxoSmithKline, Sanofi, Johnson & Johnson and Bayer. On the other hand, other
smaller players, such as Viatris, Perrigo and HRA Pharma, are also emerging with more
follow-on switches.

Completely innovative OTC categories that are created through new switches will yield
the greatest returns, but they are also the most complex as they require enormous
resources and commitment. Erectile dysfunction, cholesterol reduction and COX-II
inhibitors would all fall into this category of switches. Approvals are likely to be
complex and require additional resources, as spelled out in the FDA’s Draft Guidance
for Innovative Approaches for Non-Prescription Drug Products. These switches will take
a long time and multiple FDA Advisory Committee meetings to be accomplished.
Companies with large resources, deep expertise in switch and strong OTC capabilities
— such as Sanofi, GSK, Johnson & Johnson, and Bayer — are likely to invest in future
switches of this caliber. The largest OTC players are those that will invest in costly and
time-consuming switches that bring new categories to the OTC realm.

The majority of future switches are likely to be follow-on drugs entering existing OTC
categories. Even though business opportunities will only be modest, the risk and cost
of approval will be reasonable. This will allow small companies with limited OTC
experience, such as Arbor Pharmaceuticals, to switch a product like Sklice and create
solid products in their OTC portfolios. Currently, the door is open for smaller companies
to switch topical products (including ophthalmics) and create multiple small brands
($25 million-$50 million in annual sales), which will be meaningful to these companies.
Also, there are likely to be select switches from smaller companies that focus on
particular therapeutic areas, such as HRA Pharma with an oral contraceptive switch.

Appraisal

Overall, Kline and IRI see a very successful switch environment for the foreseeable
future. Technological development will be very expensive and likely undertaken only by
the major OTC switch sponsors but may be the key to gaining regulatory approval for
complex categories.

In summary:

• Switch brands are generally large and are growing faster than the rest of the OTC
industry. Therefore, they are very attractive commercially as large brands that
outpace category growth.
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• Even though complex switches are ahead, technology and a more open FDA could
combine to make these important public health initiatives possible.

• Consumers are primed for broader access to switches, which can uniquely help meet
their self-care objectives.

• Switch can be a strong engine for growth for manufacturers that execute with
excellence and are not afraid to make costly investments, are imperative for public
health, and provide strong benefits to consumers.

About the IRI–Kline Alliance

IRI®, a fast-growing, global leader in innovative solutions and services for consumer,
retail and OTC healthcare companies, and Kline & Company, a global market research
and management consulting firm, have established an exclusive alliance to service
worldwide, OTC drug and overall CHC 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 CHC space.

As a 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 database, global network and
360-degree view of the complex OTC drug market, including its comprehensive channel
coverage and vast expertise in Rx-to-OTC switches.

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

About IRI

IRI unifies technology, analytics and data to reinvent how people and companies make 
decisions, take action and optimize performance. With the largest repository of 
purchase, media, social, causal and loyalty data, all integrated into an on-demand, 
cloud-based technology platform, IRI helps to guide its more than 5,000 clients around 
the world in their quests to capture market share, connect with consumers, collaborate 
with key constituents and deliver market-leading growth. For more information, visit 
www.iriworldwide.com

http://www.iriworldwide.com/
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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
life sciences, consumer products, agrochemicals, chemicals, materials and energy
industries for more than 60 years. For more information, visit www.KlineGroup.com

For more information on this white paper or the IRI–Kline alliance, please contact 
Katie McNichol, Client Insights Principal, Health Care Practice at IRI, 
at Katie.McNichol@iriworldwide.com or 

Laura A. Mahecha, Director, Healthcare at Kline & Company, 
at Laura.Mahecha@klinegroup.com. 

About Kline & Company

http://www.klinegroup.com/
mailto:Katie.Mcnichol@iriworldwide.com
mailto:Laura.Mahecha@klinegroup.com
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