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Mobile health (mHealth) may be the buzzword of today, 
but unlike many other buzzwords, this one will not be 
just another flash in the pan. Mobile health offers the 
life sciences industry far-reaching capabilities to connect 
with various stakeholders — from patients and caregivers 
to physicians and pharmacists. This connectivity makes 
mobile health a valuable tool not likely to be disposed 
of anytime soon. Projections show the mobile health 
industry increasing dramatically: for example, Mobile 
Health Market News projects that clinical mHealth 
spending will grow to $5.4 billion in 2016 from $2.9 
billion in 2011 (USD).1 in 2011 (USD).1 In first quarter 
of 2014, the total number of mobile health applications 
available on iOS and Android platforms topped 100,000 
and has continued to grow.2 Five percent, or 5,000, of 
these apps earned revenues exceeding $1 million over the 
past two and a half years. This growth is predicted to 
continue: mHealth Watch projects that the mHealth 
market will be worth $26 billion by 2017.2 So what is it 
about mHealth that is going to fundamentally change 
healthcare?

The Technology is Here — Let’s Use It
The internet grants greater access to medical services 
than ever before. Almost 3 billion people (40% of the 
world’s population) were online in 2014, compared to 
18% in 2006, cites the International Telecommunication 
Union (ITU).3 Much of this growth is seen in developed 
markets, where internet users grew from 974 million 
in 2009 to 1.9 billion in 2014. This growth stems from 
increasingly developed infrastructure for broadband 
systems as well as decreasing broadband prices. A large 
portion of these internet users seek medical information 
online. Indeed, a study by the Pew Internet Project and 
California HealthCare Foundation found that 72% of 
internet users in the US (87% of adults) use the internet 
to research medical information.4

Beyond internet use, mobile-cellular use is also 
growing: there are almost 7 billion mobile-cellular 
subscriptions globally (ITU). More than half (3.6 billion) 
of these subscriptions are in the Asia-Pacific region. 
In fact, the majority (90%) of American adults have a 
mobile phone, and of those, more than half (58%) are 
smartphone owners (Pew Internet).5 Mobile phone access 
is also prominent in developing countries. NPR cites that, 
according to India’s census, 60% of households in India 
have a mobile phone, whereas only 36.4% have toilets.6  

Smartphones are not required for mHealth initiatives, 
because text message campaigns, which do not require 
smartphones, can be highly effective. Yet many cell 
phone users do have plans including internet access. 
In mid-2014, there were almost 2.3 billion active 

mobile broadband subscriptions (ITU). Globally, mobile 
broadband penetration is 32%, which is almost double 
the rate from 2011. Europe has the highest penetration 
rate at 64%, followed by North and South America 
combined, at a rate of 59%.. Some of these mobile 
users actively seek out medical information with their 
devices: 31% of all US-based cellphone users and 52% of 
smartphone owners research health-related information 
on their device (Pew Internet).

Working within the parameters of different markets 
and having a firm understanding of the technologies 
available are paramount to the success of a company’s 
endeavour into mobile health. The varying degree of 
worldwide access to mobile technologies has large 
implications for companies creating mobile initiatives. 
For example, companies may want to consider the 
average broadband speed for a territory’s internet users. 
Developed countries typically have speeds of at least 
over 2 Mbit/s (ITU). The Republic of Korea leads the way 
with speeds of 10 Mbit/s or higher, followed by France, 
Iceland, Denmark and Hong Kong. At the low end of the 
spectrum, the majority of people in countries such as 
Ghana, Uganda, Lesotho, Benin and Malawi have access 
speeds of less than 256 kbit/s.  

These different factors directly impact a company’s 
launch strategy for mobile health initiatives. If 
companies create advanced mobile initiatives designed 
to target populations in these regions, they should be 
mindful of these varying speeds and their impact on the 
programme’s ease of use. An app requiring high speeds 
will not, for example, be successful in markets that lack 
the necessary internet access speeds. In such markets, 
more simplified initiatives may be a more effective route 
to explore.  

It is important that companies do not ignore countries 
without high-speed internet access, however. Even 
basic initiatives can have far-reaching implications. 
For example, one text message reminder programme 
designed to encourage parents to vaccinate their children 
from the flu virus has been found to be effective (albeit 
slowly at first), as shown in study results reported in The 
Journal of the American Medical Association.7 

...But Don’t Forget it is Merely a Tool and Not the End 
Goal

While prevalence of technology by itself isn’t enough 
to warrant wide-scale change for healthcare, mobile 
health is a vital tool companies can use to improve the 
quality of healthcare worldwide. Examples of initiatives 
span a wide spectrum, from SMS programmes (short 
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message service, or text messages) to highly interactive 
diabetes management systems8 that coordinate glucose 
meters with mobile apps. Even SMS programmes vary 
widely from programme to programme, from helping 
to encourage people to stop smoking9 or lose weight10 
to encouraging patients to stay adherent to treatment 
regimens.  

For example, one programme in Pakistan is designed 
to curb non-adherence rates for tuberculosis treatments. 
Tuberculosis is treatable but requires compliance. The 
initiative, X Out TB, requires users to urinate on small 
filter papers with hidden codes. These codes are only 
revealed by patients who have taken their medication 
(mHealth Alliance, The Lancet).11, 12  Patients then email 
their codes to their hospital for economic incentives, 
which can come in the form of extra mobile minutes.

SMS programmes — or any other kind of mHealth 
initiative — do not need to be complicated to be effective. 
In some cases, simplicity may lead to higher efficacy 
rates. A pilot programme in Tanzania called SMS for Life 
was led by Novartis, the Roll Back Malaria Partnership, 
IBM, Vodafone and the Ministry for Health of Tanzania. 
SMS for Life is designed to track stock levels of malaria 
treatments at hospitals.13 Without supplies of medication, 
people cannot be treated for malaria, leading to deaths 
that could be avoided with improved access. During the 
pilot programme, 95% of facilities provided stock data. 
In some districts, stock-outs were avoided within two 
months (Roll Back Malaria).14 This programme highlights 
the dramatic improvements mobile health initiatives can 
make to patients’ lives.

There is no limit to how mHealth can change medicine. 
Consumers have the technology, and they are looking 
for ways to improve their health. They are downloading 
mHealth apps at astonishing rates: Juniper Research 
projects downloads of mHealth apps to reach 142 million 
by 2016, up from 44 million by the end of 2012.15 Now it 
is just up to companies to jump on board and get creative.  

So How Should Pharma Get Involved?
The proliferation of mobile applications within the life 
sciences industry has prompted the FDA to examine the 
extent to which it may need to regulate the growing 
mHealth sector.  Beginning with the passage of the Food 
and Drug Administration Safety and Innovation Act in 
2012, the FDA has begun developing regulatory guidance 
outlining which types of mobile applications will be 
subject to regulatory oversight and which will fall outside 
its purview.    Final guidance released in September 
2013 emphasized that the FDA would focus its attention 
primarily on medical mobile devices.  

This guidance defined what constitutes a “mobile, 
medical app” and affirms that the FDA plans to set its 
sights on regulating these applications above other, non-
medical applications.17 In general, the FDA intends to 
exercise its regulatory oversight on mobile apps that 

either work in conjunction with a separate medical device 
or transform an existing mobile platform — such as an 
iPhone, Android, tablet, or the like — into a regulated 
medical device. Basically, if a mobile application has the 
potential to affect patient safety for better or for worse, 
the FDA intends to review it. 

By comparison, the FDA will examine other mobile 
initiatives — including those that may be considered 
“medical devices” but do not pose an immediate risk to 
patient safety — on a case-by-case basis. For example, 
under its final guidance, the FDA plans to review lifestyle 
apps, including those that support eating well and 
exercising regularly — and that otherwise encourage 
healthy living — at its discretion. 

Many companies see the activity and excitement 
surrounding mobile health and want to develop initiatives 
themselves. Indeed, mHealth is another opportunity for 
pharma to establish itself as a patient-centric industry 
and enact positive changes in people’s lives. Yet until 
recently, unresolved questions still permeated the mobile 
medical space. Namely, even with guidance in place, 
companies previously had no real-world applications as 
to how the FDA might enforce its final ruling. In 2015, 
however, the FDA removed some regulatory uncertainty 
by providing the industry with its first case study.

On January 23, 2015 the FDA approved the marketing 
of a series of mobile medical applications developed by 
glucose monitoring system manufacturer Dexcom.18 This 
approval marks the first clearance of a mobile medical 
device since the FDA issued its final guidance back 
in 2013. Using an iOS platform, Dexcom aims to help 
diabetic patients track their glucose levels in real time. 
This application also allows users to share their data with 
others. 

Of note, when delivering its marketing decision, the 
FDA rated the risk posed by the newly approved mobile 
medical system as “low-to-moderate.” Likewise, this 
favorable assessment may help alleviate companies’ 
previous regulatory concerns and encourage dedicated 
teams to contribute to the ever-growing number of 
mobile medical applications available.  

Yet applicable FDA regulations are not the only 
factor companies should consider during the mHealth 
development stage. Before jumping head first into 
unfamiliar territory, companies should first ask themselves 
why they want to go mobile. After all, designing a mobile 
initiative merely to be “mobile” is a mistake. Plenty of 
apps are developed, downloaded and then only used for 
a brief period — namely because they generate little 
perceived value for the end user. Creating initiatives 
that impart a long-lasting return on end users means 
companies need to have a clear understanding of what 
they want to get out of a mobile initiative. Incidentally, 
having clear expectations from project onset also makes 
quantifying initiative outcomes that much easier. 
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The primary steps for designing a mobile initiative 
are outlined below. They reflect the overall process for 
designing an initiative.  

1. Understand why. What are the primary goals 
of creating a mobile initiative? Is it to raise 
adherence? Is it to promote access to medical 
care? Is it to increase disease awareness? Is it 
to help provide diagnostic tools easily? Have a 
firm grasp of your objectives before designing an 
initiative.

2. Understand who. Who will the initiative target? 
Are patients the end users? Will physicians be using 
it in their practice? Will the initiative primarily be 
targeting users in developing countries? The target 
audience will have large implications in what kind 
of initiative should be designed.

3. Collect and incorporate user feedback. This saves 
time — and money — by ensuring the initiative 
is something people want and would actually use, 
thereby elevating its effectiveness for the end 
users.

4. Create a dedicated team. Whether this team 
is small or cross-functional, certain individuals 
must be responsible for marshalling the initiative 
through development. Some companies choose to 
use vendors specialised in mHealth at this stage 
in the process. Others use internal departments to 
direct strategy.

5. Develop the programme. In many cases, 
companies are now able to address coding 
needs internally. Touch base with the end users 
throughout this stage to monitor the programme 
and adapt it as necessary.

6. Deploy the initiative. This requires a cohesive 
marketing plan. To create a solid marketing 
strategy, all internal stakeholders need to be on 
board and fully understand the initiative’s goals. 
A well-planned launch can make all the difference 
in the reception of an initiative.

7. Revisit and improve the initiative over time. 
Once an initiative is deployed, users may request 
changes to improve its functionality. This step 
is crucial; an effective initiative is never fully 
complete. It needs to adapt to stay relevant.  

Of course, no two initiatives are exactly alike: a 
programme designed to use QR (quick response) codes to 
direct users to mobile-optimised websites, for example, 
will have different needs than a programme for healthcare 
workers to diagnose disease states. Nevertheless, having 
a clear plan forward is the first step for all mobile health 
initiatives.

Related Reports By Cutting Edge Information
PH174 - Pharmaceutical Mobile Health: Transforming 
Brand Marketing, Healthcare Communication and Patient 
Adherence
http://goo.gl/TW16kg
Explore in-depth mobile health (mHealth) data including 

mobile team structures, usage of mHealth initiatives, 
best practices and 10 mobile application case studies.
http://goo.gl/deC5mo

PH196 - Pharmaceutical Digital Marketing: Transforming 
Your Multichannel Marketing Mix to Unlock Brand Value
As regulatory and logistical barriers to digital undertakings 
lessen, eMarketing is growing more prevalent in pharma. 
The digital space unlocks great potential for companies 
to expand market reach. New online channels, including 
social media and mobile technology, are finding their 
way within each company’s marketing media mix.
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