
Let’s Talk MPTs Discussion Series:
Integrating End-User Research in MPT

Product Development and Commercialization Strategies

Post-Webinar Discussion: Full

This resource contains the questions that were posed as part of the May 18, 2022 webinar
discussion, followed by the presenters’ full responses.

“How can commercialization strategies be built into the earliest stages of product development,
including preclinical testing?”

The following response was provided by Moushira El-Sahn and Jeff Lucas, co-founders of
Routes2Results (R2R):

Thank you for this fantastic question!

Commercialisation strategies are often focused on successful market launch. For this, from the
very outset of an idea, research can be designed to answer questions and understand potential
for market success. SBR can inform at all stages for the product life cycle, including the product
development and preclinical testing – understanding end-user perceptions and experience, will
be critical to understand potential for impact.

Asking yourself what commercial success looks like is a strong starting point – so that it can feed
into what developers incorporate into their design parameters. Furthermore, bringing into the
fold commercialisation research experts as early on as possible can optimize your plan and
processes. Research organizations like us, especially if strategic objectives and success criterias
are shared and transparent, can build research plans across the lifecycle to uncover critical
information that can support product development and planning.

In an ideal situation, there is one overall process that the entire company uses so innovation
teams or product developers know what they must do and demonstrate to secure resources for
their projects. It can be appreciated that innovation is a process. Commercial success is often
one of those milestones/criterions for product developers to explore and demonstrate (as best
they can in the early development phase). USAID’s innovation to impact processes is one
example of a process, although it may not describe the success criteria specifically, this is
something that needs to be established by the organization itself. Another guide/framework that
illustrates the way research can be used is the High Impact Practices (HIP) Strategic Planning
Guide. Both reveal how important it is to conduct research at various stages of a product life
cycle.

https://routes2results.org/


Let’s Talk MPTs Discussion Series:
Integrating End-User Research in MPT

Product Development and Commercialization Strategies

So what is a process? A process is a pre-defined sequence of activities that guides new product
development from the earliest stages of product/brand vision and idea generation to successful
market performance. Many companies have formal systems in place that reflect the innovation
process that works for them. These companies incorporate rigor and discipline in their innovation
processes – and the most successful do so without hampering creativity.

There are some critical points to remember with innovation and processes. The below are three
blind spots which are important not to miss.

● Firstly, some processes usually start with idea evaluation and skip the critical stage of idea
development. In some companies “Feeding the Funnel” is a separate process, while in
others it is not a formal process at all. Some companies hold an internal brainstorming
session and think that they are “done” with idea development. Idea development must
emanate from a thorough understanding of the consumer and the market which is then
translated into an innovation strategy. Develop ideas with your consumer/end-user.
Co-creation can reveal critical user insights that may not be available to product
developers alone.

● Secondly, the processes are not inherently nurturing and can kill ideas rather than help to
make them better. The process, by its very nature, is about progressing through key
milestones, or gates, by demonstrating that certain hurdles have been met. If these
hurdles are not met, sometimes projects get killed prematurely. Again, nurturing ideas
can come in the way of research – what is it that is causing a barrier? Can this be
reframed?

● And finally, some processes stop at the launch stage, without any formal follow-up in
place to monitor the product’s in-market performance and the reasons behind that
performance. Being able to breathe with the product/service as it lives in the market
setting is critical to establishing iteratively if any aspect of the product/service offering
needs refining. There is nothing like in-market response from the population at large to
know what may need further work, and if there is no research supporting the real-life
experience of the product/service, market impact can be muted.
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We have used the above table for many years, it has its genesis from our commercial days and
working with industry and pharma whereby many different types of research including SBR are
utilized.

The research types depicted in the tables can move between the lifecycle phase points – many
can be used multiple times at various stages, and it can be very helpful to repeat research and
monitor changes and adapt products accordingly.

There are some important caveats:

● Firstly, so much of what is done in pharma in terms of product development is based on
scientific discovery which is not necessarily based on the end-user need. We do not want
to give the impression that every single idea is generated through understanding the
end-user as just described in the previous slide. So much of what pharma spends on R&D
is based on scientific parameters too. It is a complex balance – what is feasible and what
is desirable. In many ways feasibility comes first and then acceptability tested later.
Having multiple ideas to test is an ideal situation for any organization.
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● Secondly, a lot of the time the end-user is the HCP in the pharma world, and not
necessarily the patient. This can be a very different approach than social impact work.
Of course, there are projects centered around the patients, and they are often cursory,
built to gauge an initial understanding of the patient as it would naturally impact what is
designed, for example, for patient support programs.

● Thirdly, much of the spend can be for already established brands – pharma companies
have brands and will develop brand plans – everything done should be supported by
evidence for that brand.

“How useful are DCE in defining end-user preferences?”

Discrete Choice Experiments (DCEs) are an alternative to conventional qualitative research,
designed to elicit end-user feedback using hypothetical or placebo-based frameworks.

The following response was provided by Dr. Annie Thurman from CONRAD:

CONRAD has been involved in several DCE experiments.  In my opinion, I think we initially were
thinking that one product would “win” out over others, and what we found is that there was no
clear winner or loser - all of the placebo products tested (e.g. in the QUATRO study:  placebo
vaginal gel, placebo IVR, placebo vaginal insert, placebo vaginal film) had a pros and cons
that each individual woman considered and made her choice.  I think it is also important to
remember that it is well known that women often choose different contraceptive products at
different phases in their life, and even may add contraceptives for different partners (e.g.
adding condoms to an existing method with a casual partner).  The thing that I really liked about
the QUATRO and MTN 035 studies were that they tested placebo dosage forms - so the
participants were not having to deal with side effects of an API and other issues that come up in
clinical trials or implementation studies, they just could focus on the dosage form itself.  Because
some of the dosage forms tested may have been less familiar to participants in both studies, this
really gives product developers and funders valuable data on acceptability.  Finally, at the
CONRAD Clinical Research Center, we do alot of Phase I studies of MPTs (e.g. TFV/LNG IVR,
TAF/EVG insert) and as is the norm for doing first-in-women studies, we test these products on
women who are not at risk of pregnancy, at extremely low risk of HIV or other STIs and who are
often not on contraceptive hormones.  This tends to be an older population of women (age
range 30 - 45).

https://yhec.co.uk/glossary/discrete-choice-experiment-dce/
https://www.conrad.org/
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So, although these women are not in the target end user population, our seasoned research
participants give us excellent feedback on the products, particularly if there are unacceptable
side effects, as we saw in the CONRAD 117 study.  We can also use this population to test the in
vivo dissolution of vaginal inserts (CONRAD 134).

“Is it advisable to inform finalized target product profiles with SBR along with technical and
regulatory requirements?”

Target product profiles (TPPs) outline the desired characteristics of a product under development
to address a particular disease(s). A TPP states intended use, target populations, and other
intended attributes of the product, including safety and efficacy-related characteristics.

The following response was provided by Moushira El-Sahn and Jeff Lucas, co-founders of
Routes2Results (R2R):

Social behavioral research (SBR) can be very helpful when formulating and finalizing Target
Product Profiles (TTPs). Understanding what end-users (who can include all stakeholders, such as
Healthcare Providers), perceive of the TPP, where clinical endpoints need further
research/development, or product attributes could be refined as well as, the language used in
the TPP, can determine what end-users think and how likely they are to find the product
acceptable. Here, being able to conduct SBR early enough in the design phase, where some
product parameters/attributes can be adapted is very supportive.

How the TPP is expressed is critical. In all our work we have co-created with our partners, product
developers, scientists, product experts a TPP. Rarely, is the TPP not revised. Often TPPs are not
consumer/end-user friendly, and therefore requires refinement, which incorporates all the
learnings we have from all our TPP work. It also means we spend time understanding how the TPP
impacts the research participant (often the end-user = AGYW, women, partners, influencers,
and HCPs – Doctors, nurses, midwives, pharmacists, drug sellers, chemists, Community Health
Workers (CHW) and Key Opinion Leaders (KOLs)).

Consideration 4 from our webinar presentation is relevant: allowing for change during design
and too, the research work is important here. Enabling a multi-phased SBR research project
means tools can be refined and tested throughout the research lifecycle. In R&D things can
change about a product, and therefore the research needs to be able to reflect that.

https://www.who.int/observatories/global-observatory-on-health-research-and-development/analyses-and-syntheses/target-product-profile/who-target-product-profiles#:~:text=A%20target%20product%20profile%20(TPP,safety%20and%20efficacy%2Drelated%20characteristics.
https://routes2results.org/
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Spaces between phases for reflection and refinement are critical for the project to breathe, and
respond, for the data to be meaningful.

We have in all our work created pause-points between research phases, to consider our
findings, make changes to the tools (from the TTPs/profiles, to the discussion guides/surveys or
show cards, or concepts).

The second of our considerations from our work integrating end-user research in early stages of
R&D is about engaging science with the human factor. We have investigated this in two of
current research projects with Lyndra Therapeutic Monthly Oral Contraceptive and in Microarray
Patches (MAPs) for contraception, funded by the Bill and Melinda Gates Foundation. Being able
to investigate reactions to product designs and features, especially those that can be
developed or changed, within the boundaries of what is technically feasible provides a strong
framework for analysis as well as, evaluation for the end-user. What can be changed/refined is a
priority, what is ideal may not lie within that boundary, but most end users do not make decisions
in the ideal setting or with ideal choices … so it’s not to fret about it … enabling trade-offs
around various attributes is a realistic decision-making context for consumers. This data is vital for
product developers – as they work to create a product that is technically viable, as well as,
desired/acceptable.

Furthermore, product attributes are the foundation for any other work – whether it be concept
design, messaging, and comms.

One of our first considerations centered around co-creation and that concepts/
pamphlets/advertising generally can be a critical first interaction with a product. Consumers
make up their minds on a very limited amount of up-front information; get to the heart of their
needs, the product benefits and allay concerns quickly. Importantly, the emotional story is built
on the product attributes themselves and how they make people feel … therefore,
understanding and co-creating these communications even from an early setting is valuable, as
what you learn about how the end-user feels is inevitably built on how the product is designed.

Therefore, bringing SBR into the TPP stage alongside the technical and regulation requirements
can play a very important role – it forms as part of the information build around your
product/service, which aspects of the product are most influential, which may cause tension,
how the market may perceive or be emotionally drawn to it and what language to use when
introducing it to your market (whether the end-user, the payor, government, HCP, partner,
community).
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The following response was provided by Dr. Annie Thurman from CONRAD:

I wanted to expand upon some of my answers from a product development group perspective.
During the webinar, several of the speakers spoke about having to be honest with ourselves
early on and if a product either had difficult to formulate/expense issues, it needs to be off
boarded.  I do really think that this very early end user input is so important.  As I was going over
in my talk, at CONRAD, we have clear end user input that an on-demand, portable, dual
compartment, discreet, vaginal/rectal insert has many appealing qualities.  However, we
identified a major acceptability issue in our first-in-women study of the TFV/FTC vaginal insert in
CONRAD 117 (chalky vaginal discharge).  EVen though the CONRAD 117 phase I study was
done among women (n = 51) in the US (Norfolk VA and Bronx NY (Keller, Herold et al) who had
an average age of 35, were at very low risk of HIV and STIs and who are not the ultimate end
users of this product, we recognized that this highly negative product attribute would not be
acceptable to end users.  Fortunately, through USAID funding, CONRAD was able to pivot and
do early end user studies to test the in vivo dissolution of reformulated inserts (CONRAD 134).

“Technical risks are necessary to address early in product development to inform early
development “kill” of development efforts. This is done by established processes and
procedures-  are there similar approaches to risk assessment on the SBR side so as to guide early
stage SBR studies to not only define impact risk, but also cost effectiveness risk, procurer interest
risk, and other launch and commercialization risks?  It would seem important to define the
magnitude of such risks early, as well as develop strategies to address these non-technical risks
to go in parallel with technical development.”

The following response was provided by Moushira El-Sahn and Jeff Lucas, co-founders of
Routes2Results (R2R):

We agree! Identifying risks, barriers, and leverage points all lie within the capability of research,
even in the technical side of product development. In research you can talk to anyone, from
KOLs, to payors, to pharmacy boards, procurement, to end-users and in that conversation, you
can find space to investigate perceived and experienced risk-factors. Research is critical to
uncover these risks. There may be risks that product developers or funders have not even
thought of. And the risks that product developers may have been concerned about could be of
little concern to end-users, or off-set by other product attributes/ value propositions.

https://www.conrad.org/
https://routes2results.org/
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Identifying what the success case may look like is an important step, and being willing to
change it, or accept that you may not know things – like who the audience is, so that research
can support understanding this.

Consideration 6 from our webinar presentation has some important learnings with regard to this
question, consumer appeal is only part of the story. Whilst consumer appeal is vital to understand
and build, there are 2 other aspects when thinking about new product impact …

● Firstly, choice frameworks: Context (like perception) is everything (consideration 3).
Understanding the environment people are making decisions, can be a major factor to
understanding the reasons behind their perceptions / choices regarding your product.
Overall, a product wants to operate in the life of someone in a positive way, not to be
disruptive, but to enable the continuation of a positive experience, or to make lives
easier. Product design aspects influence the ease to which people can experience a
product in their day-to-day life.

Talking to everyone who you think would have an influence on the use of your product, or an
influence on the person you intend to use your product – the end-user is not just the consumer
(consideration 5). This is an extension to understanding the context, adding specificity, the
context can be described by the end-user, and it is critical to see it through their lens …
however, speaking to the eco-system both personal and structural can provide information on
vital leverage points and barriers. Are you able to address the needs of those most influencing
your user with the way you design / develop your product?

● Secondly, demand dynamics: Understanding the potential demand and impact of the
market environment and systemic context is vital. This can be conducted through
building a market-reflective forecast, utilizing consumer and market data and building in
market assumptions, marketing plans, competitor set or likely market events.

Consumer appeal can be strong, and yet, the in-market barriers can mute its impact - due to
complex buying processes, The starting point for any model should reflect the information and
buying process for the product. In Rx healthcare, usually, the starting point is the HCP. The more
complex the buying process is for the consumer; the more in-market barriers there will be. Over
the counter (OTC) healthcare can be patient/consumer led, typically incorporating fewer
in-market barriers.



Let’s Talk MPTs Discussion Series:
Integrating End-User Research in MPT

Product Development and Commercialization Strategies

Designing a product to be one with lowest possible market barriers is something to consider (and
of course depends on feasibility and the factors within the country/market for introduction).

With research, you can talk to any stakeholder as early on as, and ideally early on, as long as
you have information about what the product/service is/does. Again, research should be
conducted across the development phase, not just at idea and not just at launch … with the
acceptance that the product can be developed alongside research illuminating information on
risks, barriers, preferences, eco-system influencers. Ideally, research funding should be robust
enough to allow for iteration and change with both the research and the development.
Alongside a well-understood criteria for success.

“As researchers, how do you handle the issue of ‘trialability’, which, according to innovation
adoption frameworks, may be important for new products/technologies? How can you improve
trialability for new health products when you target a new market/ end-users?”

The notion of trialability refers to “the ability to trial an idea, process or system before making the
eventual decision to implement or not to implement the idea, process or system. In relation to
innovation, trialability can be described as the degree to which an innovation may be
experimented with on a limited basis (IGI Global, 2022)”.

The following response was provided by Moushira El-Sahn and Jeff Lucas, co-founders of
Routes2Results (R2R):

Trialability is a great concept and also brings important knowledge to the field, thank you!

Understanding how a person sees themselves as well as, how likely, and in what way (if at all),
they are to adopt a new product has been a foundational tool used in market research.

There are many ways to segment a population in terms of how they may react to a product.
Market segmentations can draw on various aspects, from demographic segmentations through
to behavioral segmentations which take into account the motivational backdrops of potential
consumers.

Rogers presents a social system for adopters of recent innovation; the adoption of innovation
varies throughout the course of the product-life cycle, from: Innovators, to Early Adopters, Early
Majority, Late Majority and Laggards. Understanding where these groups fit into the product-life

https://www.igi-global.com/dictionary/trialability/30619#:~:text=The%20notion%20of%20trialability%20refers,with%20on%20a%20limited%20basis.
https://routes2results.org/
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cycle can enable tailored marketing and design activities which are focused on tapping into
these adopters' specific needs. Whilst innovators may be the first ‘uptakers’ of a product, the
early majority is considered the most influential, although more risk-averse than innovators.

This can mean different marketing techniques, information dissemination and product attribute
mix preference.

The Rogers way of segmenting adoption would argue that incorporating innovators, as well as,
early adopters, early on into product design and clinical trials is critical in developing prototypes
prior to a broader market final design. These groups would have higher ‘trialability’ scores so to
speak, and therefore with feedback as early as possible with these groups, product
development refinements could be most optimal.

Innovators are generalized as wealthier or having some connection to the scientific discipline in
which a new product is generated from and will tend to socialize with other innovators in their
chosen product categories, whereas the early majority is reasonably risk averse and wants to be
sure that their, often more limited, resources are spent wisely on products. It is important to
appreciate that, as with any generalization, not all members of an adopter group will conform
to the general patterns of that group.

The work of research in the MPT/HIV/contraception arena would be to understand what these
groups look like in that setting, what their relative size may be (as the segments can change size
depending on the category we are investigating - perhaps there are more innovators/laggards
in one healthcare setting than another). The work would need to build an understanding of
what factors drive the person, what facets exist in that person’s life, what they have access to,
how they see risk. All within the specific category you are talking about. Questionnaires can be
designed from qualitative work, which can be implemented, the participant can determine
which segment they may fall into, having filled in the survey.

Rogers talks about 5 focuses (as shared on the link during the discussion), and one is increasingly
important for HIV … of course the characteristics of the individual that make them likely to adopt
are important, but so too are the perceived consequences on individuals for adopting an
innovation. Here, understanding the context (consideration 3) is vital. How I may think I behave,
or how I would like to behave – seeing a new product, may be very different to what I am able
to do. Here, we learn about the pushes and pulls of behavior change – and in many ways
adopting a new innovation, can be thought of as change in behavior.
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● The Push: the expression of the ‘ideal’, or the unmet needs and negative drivers pushing
women to desire change. Benefits and concept delivery can work as a push, as well as
dissatisfaction with current FP methods

● The Pull: the realities of women’s experience, present in-market barriers, or anxieties
towards the new situation/product. Women’s access to the healthcare system can act
as a pull, so can a lack of anatomical education and product-based concerns.

We learnt in our work with Microbicide Trials Network (MTN) that 18-21 years could be considered
innovators/early adopters (not in the financial sense but in how they see change). The Young
Women are informed, aspirational and open to new products. They have a strong awareness of
what they should do, but are not fully able to activate, realize or action knowledge due to their
environmental restrictions. They are faced with interpersonal and structural challenges that can
make change/adoption difficult. This could impact the relative size of Rogers’s segments.

As Evofem presented it’s about establishing whether there is a need, how to generate demand,
and if there is an enabling environment.

The following response was provided by Dr. Annie Thurman from CONRAD:

We face “trialability” issues when we are offering patients LARC methods like Nexplanon and the
Mirena or Paragard.  I’ve even told patients - let’s put this in and why don’t you make an
appointment to see me back in 1 - 3 months and if you hate it, you can come back and tell me
you told me so and I’ll take it out, no big deal.  If you like the method, just cancel the
appointment.  I think having the autonomy to easily reverse the method helps with getting
patients to try something.  The situation is obviously different with an injectable or a
biodegradable implant.  We have a lot of experience with trialability of the DMPA injection.
Fortunately, first time DMPA users often have sisters, moms, grandmas or friends who have used
DMPA, so that familiarity really helps.  This would not be the case with new injectables/implants.
IUD use has really increased in the last 25 years in the US.  I can’t tell you how many times we
have had a young woman in the office and we are talking to her about an IUD and the doctor,
nurse, medical assistant etc. are IUD users!  This happens all the time and I think this really helps
with trialability of long acting products.

BUT, your DCE data on injectables and CONRAD’s USAID funded DCE data on implants and
injectables are very consistent that if given the choice, most women want longer acting
implants or injectables.  Even if the longer acting product is a more painful injection, if it is less

https://www.conrad.org/
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reversible etc.  Duration of action seems to always win out, given a DCE scenario.   I think we
really have heard from end users what a disruption and stress refills of contraceptive products (q
3 month DMPA visits) or refills of oral PrEP (q 3 months refill and HIV test) is.

Think about something you hate to do - for me, it is going to the DMV.  If given the choice
between going to the DMV every 3 months versus taking an injection, which might have side
effects, but will be effective for my health AND prevent me from having to go to the DMV for 6
months - 24 months, I would pick the injection.  And I think the DMV might be a good analogy for
the PrEP refill experience.  You have to take time from work; you may have to arrange child care
or bring a baby with you to the clinic (if allowable); you have to travel to the clinic; you have the
stress of making sure that you have all of your paperwork together; you have to wait in a large
waiting room with a bunch of similarly stressed people.  For PrEP refills, you also have to get an
HIV test, which we know is stressful.

So, we all make choices in life and weigh risks and benefits.  I’m not saying we should downplay
certain side effects of proposed long acting, less reversible products.  All products have side
effects and we need to be honest with patients.  However, like LARCs, long acting MPTs also
have HUGE benefits, which we need to communicate too.


