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Pharma companies continue to seek out patient opinion leaders (POLs) to help them understand the 
wants and needs of patients.1 POLs can offer support throughout the drug development process in 
protocol development, identifying appropriate endpoints, optimising patient recruitment and retention 
strategies, contributing to patient management programmes and decision-making tools, raising 
disease state awareness, and disseminating information to Patient Advocacy Groups (PAGs) (Figure 
1).2,3 The patients’ voice is becoming louder and more impactful, and it will be essential for pharma to 
formulate POL engagement plans that are clear, transparent and ensure that patient needs are at the 
heart of drug development and access.45 FirstWord spoke with Kelly Franchetti, RN, CCRN, CEN, 
Senior VP, Global Head Patient Insights and Strategy, YPrime, US, to discuss the important role that 
POL engagement will have on driving future drug development programmes.

Summary points from the interview:

 Pharma’s engagement of POLs has dramatically increased over the last decade as the
industry recognises the value that patient insights can bring to the drug development process,
from the design of clinical trial protocols to the development of shared decision-making tools.
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 Pharma is engaging with patients in PAGs and patient community groups through the 
use of advisory board (ad board) meetings, surveys, one-on-one interviews and 
workshops to gain insight along the patient journey of both the clinical and 
emotional/behavioural needs. Early and continuous engagement from the preclinical phase is 
beneficial in identifying unmet needs, improving trial recruitment and retention, and building trust 
and disease awareness.

 It is challenging for pharma to engage patients throughout the drug development 
process, in part due to the complexity, duration and stringent regulatory environment 
which can limit the exchange of information and restrict patient-pharma interaction. Many PAGs 
are extremely active, but in some disease areas, such as rare diseases, it can be difficult to 
recruit POLs. Therefore, pharma needs to educate the patient community and build a long-term 
relationship to encourage inclusion of patients from a diverse and culturally representative 
patient population.

 Patients are taking a lot more control of their healthcare decisions and not just relying on 
their doctors, instead gathering information from a variety of sources, and although 
pharma and biotechs have actively invested in education programmes, there is still a lack of 
digestible information. Whilst the COVID-19 pandemic has raised pharma’s profile in the 
development of life-saving treatments, more work is needed to improve health literacy and 
technology literacy, with the advent of decentralised trials.

 Over the next five to 10 years, the patient voice will become more important in the drug 
development process as pharma seeks to balance scientific input with patient input to drive 
the development of patient-centric, personalised medicines. Early and regular engagement of 
the end-user will be essential if pharma is to ensure that patients remain at the forefront of 
product development.

FirstWord Dossier: How has the role of the POL changed in drug development over the last 
few years?

“The POL role has been elevated, although I don't think it's where it needs to be. A lot of companies 
are still trying to work out where it fits, but I definitely think they are trying to bring their voice to the 
drug development process, particularly in the last four to five years, many companies are becoming 
really focused on it. They understand the importance of POLs, but not every company is on the same 
page as to how they're engaging, when they're engaging and what they're engaging about. But we're 
getting there.”

FirstWord Dossier: How is pharma engaging with patients during drug development 
programmes?

“Historically, pharma really looked at the PIs (principal investigators), the physicians, to get their input 
from the patient. That's beginning to change, and companies are talking to the patients directly. But 
where pharma is missing the mark right now is the way they do their market research; they aren't 
getting the behavioural side and the decision-making of the patient. I think different patients at 
different ages in different therapeutic areas want different things. There is a place for surveys, 
advisory boards and in-depth one-on-one interviews or bringing patients together for workshops. The 
more personalised it is for patients the better, but obviously COVID's hit that on the head, and we 
have moved more towards decentralised trials. But we don't want to miss the personal touchpoint 
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because that's what patients want and need, or at least they want a combination, a hybrid approach. 
Surveys for larger audiences are great to get an overall temperature check with patients, and with ad 
boards you run the risk of getting feedback from patients that are stronger or more vocal, so you 
always want to ensure that you have a mixed group. Having a one-on-one conversation with patients 
or care partners allows you to build empathy with internal stakeholders and deliver more patient-
centric protocols.”

FirstWord Dossier: When are pharma companies engaging with patients during their drug 
development programmes?

“I think pharma should engage patients at the preclinical stage, looking at it from a compound 
perspective and therapeutic area. For pharma to determine if this is an avenue we want to pursue, 
they need to find out if this is something that patients are asking for. On the whole, we're not involved 
in the preclinical phase and that’s due to a multitude of different factors, namely the way the drug 
development process is and how long it takes. Historically, pharma did not really engage patients until 
the trial was started or they were assessing patient-reported outcomes. And for years that was 
considered patient-centric, but as an industry, we need to move towards getting patients involved 
early and consistently. You want to reach out and get their feedback in the design of your protocol, in 
the messaging that you utilise, and in the endpoints that you're looking at. My endpoint as a patient 
dealing with a chronic disease or even an acute condition is very different from what is scientifically 
included in a protocol. So, I think engaging early on is essential and some companies are doing it 
better than others.”

FirstWord Dossier: What is the benefit of having the patient insights during drug 
development?

“I think that the patient brings a lot to the table for pharma. A lot of the time when they are developing 
drugs and designing studies, they are really focused on the science and the disease itself. But they 
really need to have the patient input to find out what's going to work for them and what isn't, and it 
allows the sponsor company to empathise and understand, what does it look like to have this disease 
every single day? What are their barriers outside of a clinical study and how can we help them 
overcome these barriers in order to stay in it? It's a win-win because historically, studies are hard to 
recruit and there's a high degree of dropout, or they have to do amendments halfway through 
because some part of the protocol isn't working. By engaging early on, pharma are taking a more 
holistic approach and placing patients’ needs at the forefront.”

FirstWord Dossier: What key challenges does pharma face when engaging with POLs and 
developing strong relationships with PAGs?

“The key challenges are getting the right patient onboard, particularly given that diversity and 
inclusion has historically not been at the forefront of drug development, but that is starting to change. 
It's incredibly important for pharma to find the patients that a disease is affecting because many 
patients may not be plugged into advocacy or aren't close to major research hospitals. Pharma as a 
whole needs to educate and keep educating patients, and then they need to engage early on; it's an 
iterative process. You can't just engage with patient populations and then take a step back once you 
have all your insights. As they roll out the drug development plan, they need to keep going back to the 
patients and build that relationship, that rapport. And I think pharma are still wary of doing that due to 
the strong internal culture and external stringent regulatory environment. Capturing that patient voice 
effectively and holistically is probably one of the biggest things that pharma companies need to 
overcome.”
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FirstWord Dossier: What best practices is pharma implementing when engaging with POLs?

“I don't think there is a specific path; it all depends on the therapeutic area and whether the patient 
population is really engaged with advocacy. There are certain therapeutic areas, for example like 
haemophilia, cystic fibrosis and Alzheimer's disease, where patients are incredibly plugged into their 
advocacy, and then on the flip side, there may be others like triple-negative breast cancer, which is 
plugged into advocacy but has a stronger base in community blogs and discussion rooms. You really 
need to find out whether you target advocacy or patient communities, or both, and find out where the 
patients get their information from. There is no definitive roadmap, so pharma needs to have a really 
holistic 360-degree view of that patient population's ecosystem, and each one is different.”

FirstWord Dossier: Are POLs/patient advocates reflective and representative of the patient 
community as a whole?

“There are patients out there that are KOLs, and they are great to get feedback from to see what's 
happening, but you still need to dive into inclusion and really reach out and engage those 
unreachable patients, those patients that aren't as vocal. I think patients should have their voices 
heard and should be going to pharma to share their information, as well as sharing information within 
their patient populations. Patients are taking a lot more control of their healthcare decisions and not 
just relying on their doctors; they are gathering information in the community and online to decide 
what they want. Pharma needs to partner with them to make sure that there are shared decision-
making tools, and equally patients have a responsibility to raise their hands and say, ‘This doesn't 
work for me’ or, ‘I need more information,’ whatever it is.”

FirstWord Dossier: What engagement tools is pharma using to optimise the patient voice and 
map the patient journey?

“I think we [patients and pharma] have two different definitions of what a patient journey looks like. I 
think pharma’s take on the patient journey has been very much based from a clinical lens, but for a 
patient it’s more about mapping out of their experiences, their emotional thoughts and feelings, what 
went into the decision-making, as well as the clinical outcomes. It's really important for pharma to map 
the holistic experience and not just the clinical timelines regarding symptom, diagnosis and treatment. 
There's a lot that goes into that patient journey that pharma could be missing.”

FirstWord Dossier: What educational programmes need to be put in place to ensure pharma 
effectively engages and communicates with patients?

“Most big pharma and the smaller biotechs along with the government agencies are doing a good job 
of the overall education around clinical trials, but what I think we're still needing to improve on is 
health literacy with appropriate digestible information. We talk a lot about health literacy and it's a 
really hard path for pharma to walk because there are certain things that pharma have to put into the 
informed consent forms regarding trial information. On top of that, since the pandemic there are a lot 
of decentralised trials, so we need to improve technology literacy to make sure nothing gets lost in the 
translation. There's always going to be an education gap and we are going to need to catch up as 
clinical trials are fast moving.”

FirstWord Dossier: What regulatory/ethical considerations does pharma need to adhere to 
when engaging patients?
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“I think that they [patients] don't fully understand the regulatory constraints pharma face. We still have 
a lot of educating to do surrounding what pharma can and cannot do versus what patients are asking 
or looking for. There is still an element of mistrust of pharma, but COVID has definitely moved the 
needle in a positive direction. I think that because pharma's hands are tied on certain things and 
patients do not fully understand that, it can fuel the fire of mistrust, so educating more in that realm 
would be really helpful.”

FirstWord Dossier: What role do PAGs have in identifying, communicating, and disseminating 
information from patient-pharma partnerships?

“Historically, pharma has been slow to give back information to the patients and again this may be 
part of the issues with the drug development process, but patients want feedback. A lot of advocacy 
groups want data, such as quality-of-life data that they're collecting within a study; they're always 
looking for information and data to disseminate back to the patients, and it needs to be in a digestible 
format for patients.”

FirstWord Dossier: What role will patient-pharma engagement play in the drug development 
process during the next five to 10 years?

“We're going to see more patient and pharma collaborations, but they are going to be more defined. In 
the next five years, there will be more trials in rare diseases and in oncology, and a lot of oncology 
falls under rare diseases, where it will be even more important to hear the patient voice to make sure 
pharma development programmes meet patients’ needs in addition to the scientific needs.”

FirstWord Dossier: What is your take-home message to the reader?

“My key message is engage early and often. There is never a wrong time to engage patients. 
Secondly, patients remember everything: how they were made to feel during the trial, at the site visit 
on a trial or after their participation has ended. Keep the patient at the forefront because even if you 
have 100 people that were satisfied and one that wasn’t, that one can have a negative ripple effect, 
sort of like a bad Trip Advisor report.”
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Figure 1: Patient-pharma partnership in drug development

Source: Warner et al, 2018 6
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