
[:00] [Upbeat music playing]
[00:20] Allison McDougall: Hello, and welcome to G3 Meets! G3 Meets is a casual 30 minute discussion featuring thought leaders focused on a broad range of accessibility, diversity, and inclusion topics in life sciences. As we continue to celebrate Women's History Month today's episode is dedicated to the topic of women and transwomen representation in clinical trials. And I'm delighted to host Ryan Brown from Science 37.
[:51] Allison McDougall: Ryan and I first became acquainted through Diversity Alliance for Science and immediately hit it off. She's a well versed expert in this space, having spent more than 15 years working on inclusion, diversity, equity and access projects and work streams. Ryan has dedicated 12 years in the pharmaceutical industry in roles ranging from project management and enterprise business development to clinical research. Today, Ryan leads the ongoing effort at Science 37 to raise awareness and ensure accessibility to clinical trial research for underserved patient populations, including women.
[01:32] Allison McDougall: Clinical trial access for underrepresented and marginalized communities is personal for Ryan as she has had family members participate in a study that ultimately led to a pivotal approval and eradication of a condition. Let's welcome, Ryan.
[01:50] Ryan Brown: Allison, thank you so much for that warm introduction. And I am truly delighted to be a guest of the G3 Life Sciences team, which is a woman owned entity. And I think it's wonderful what you guys are doing to improve representation in the clinical research space. So thank you for inviting me to today's conversation.
[02:11] Allison McDougall: Absolutely. Thank you, Ryan. It is such an honor to have this sit down with you today and highlight all of the amazing perspectives and insights that you're going to share with us. So thank you in advance. As we continue to celebrate Women's History Month, it's timely to examine women's representation in clinical trials and discuss ways that we can continue to raise awareness and drive for more equitable representation. In 1977, the FDA recommended that all women of childbearing potential be excluded from phase one and phase two drug trials.
[02:48] Allison McDougall: This was a cautious approach, obviously with good intentions, but unfortunately it set the stage for ongoing under-representation of women. Even today, women continue to be underrepresented, especially in specific therapeutic areas. For example, the American Heart Association found that women make up just 38% of heart and stroke research, despite that heart disease is the number one killer of women.
[03:18] Allison McDougall: Overall the proportion of women participating in clinical trials, doesn't match the gender breakdowns of patient populations or real-world patient populations. Other examples include hepatitis, HIV, chronic kidney disease, to name a few. Moreover women run the risk of suffering serious adverse events due to overmedication. For example, recent research performed by UC Berkeley and University of Chicago found women are more likely than men to suffer adverse events due to overmedication.
[03:55] Allison McDougall: Limited representation in trials leaves us unable to prescribe appropriate dosage that's informed by the biological differences between men and women and the way drugs are metabolized. So based on these challenges, it's critical that we continue to push for representation of transwomen and women, so that we can better understand the long-term and short-term implications. So with that, Ryan, let's kick off with the first question, shall we?
[04:28] Ryan Brown: Sounds good, Allison!
[04:30] Allison McDougall: So Ryan, why do you think that under-representation of women in clinical trials continues to exist?
[04:38] Ryan Brown: Allison, you don't hold back, and I see you dive right into the million dollar questions right off the top. I think one of the things that you hit on at the opening was that I think sometimes the under-representation has been well-intentioned right with certain instances of women maybe previously taking medications that hadn't necessarily been studied too well and impacting fetuses negatively. So if we look at some of the different drugs like Thalidomide -
[05:16] Allison McDougall: A famous one, very well-known example.
[05:19] Ryan Brown: Very well-known, right? Where it produced a lot of severe limb abnormalities and increased cancer risk in children. So, I think on the one hand, some of that has been well-intentioned because women are the ones that are carrying the next generation. Especially in pregnant women, just trying to make sure that the safety and efficacy is known before enrolling them in studies. However, if we take a look at the holistic lens of some of the different conditions that disproportionately impact women, or sometimes women of color, such as asthma, for example, right?
[05:56] Ryan Brown: Making sure that women are properly studied, especially even those that are pregnant because some of those chronic conditions don't go away when you're in gestation. So trying to make sure that there is real world evidence, so that way both mom and baby can stay healthy is huge. And looking at certain compounds just to make sure that things are safe and effective. Now, why women have historically been left out?
[06:19] Ryan Brown: That's a very loaded question, especially when we look at the way maybe patriarchy has impacted society as a whole where women didn't even really have the right to vote until fairly recently. Women weren't reflected in the workforce until largely at the turn of World War II, where women began to enter the workforce in droves because they had to. And especially when you look at US society and then on a global scale certain things where women started to make more shifts and have more visibility in certain areas.
[06:53] Ryan Brown: It's starting to bring heightened awareness that, in fact, women need to be represented at every level. And especially a month like this month, we're talking about International Women's Day, it's important that we have that representation because some of the things that we're learning that apply to women also apply to children; when we look at dosages, right? And so the study you mentioned earlier with UC Berkeley, where women have often been prescribed the exact same dosage as men, and I think this became even more prevalent when looking at a drug like Ambien, women were suffering some serious adverse events having more of the drug in their system than men at different cadences and times.
[07:36] Ryan Brown: And so really looking at, it's not just cutting a pill in half, but really taking the time to make sure that we're studying the pharmacodynamics the way we metabolize things all across the board.
[07:48] Allison McDougall: Yeah, and really delving into those differences in how those drugs are metabolized like you're saying- clear differences. Okay.
[07:58] Ryan Brown: Absolutely, clear differences there. So it's huge that we have representation and some of it, you know, women are often looked at as the caretakers of their household, so when it comes to having a woman enroll in a study, if the woman is also responsible for the childcare aspect, for transportation needs of the overarching family trying to find studies that are amenable to a working woman or a woman, period, schedule is a little tough. So looking at all of these different pieces that can present access challenges along with the fact that perhaps there could be some biases that are embedded and while well-intentioned sometimes healthcare providers might omit sharing what could be available for their female patient. And it's not a conscious decision, sometimes they think they're operating from the best perspective and needs of the patient,
[08:57] Allison McDougall: With their interests at heart.
[08:59] Ryan Brown: Right, Allison, I think it's a very, multi-layered multifaceted challenge as to why we have limited representation.
[09:08] Allison McDougall: Yeah, I do too. And I appreciated your comments early on about women's under-representation in society participation as a whole. So of course that's going to affect their participation in things such as clinical trials. So thank you for, kind of connecting those macro dots as well. Let's go ahead and transition into our next question and that has to relate with legislation and guidance such as the FDA and the Enhancing the Diversity of Clinical Trial Populations guidance. How do you think legislation such as this is going to impact women's representation?
[09:51] Ryan Brown: So when this guidance was released in November, 2020, I think it was well-heeled and on the times of a lot of civic and social things and changes that were occurring in the broader community where disparities were at the forefront, in light of things that occurred, say with George Floyd, the rise of the pandemic and others, where the disparities in care... you couldn't run from it, right? So looking at the FDA guidance, I think it supports organizations in considering making sure that they've aligned the right patients impacted by the disease at the right time, and looking at diversity and women in a very holistic way where it's not just gender, because then we have a subset of women who are educated, the insured versus the under-insured, whether they're located in urban areas or rural areas, because it all impacts how people and how women are accessing care.
[10:51] Ryan Brown: So I think it helped to bring about a more robust lens that diversity is far more than just women. It's far more than how someone is born at birth. So looking at the inclusion of people who might be non-binary and I think things like the All of Us Research Program are doing a really good job of trying to ensure that there's adequate representation on the whole, for those that are non-binary, women by birth, women who are in rural areas, educated, Medicaid insured, under-insured, and everything in between, along with age. So looking at age diversity as well.
[11:30] Allison McDougall: Sure. Okay. Very good, and obviously, you know, we established this at the beginning. This is obviously a very, very timely topic and COVID has only served to highlight it or spotlight it even further. So along these lines, what are your thoughts on the pending Diverse and Equitable Participation in Clinical Trials or DEPICT Act. I understand that this is currently in the House of Representatives pending signature. How is this going to continue to serve and hopefully shift the balance of power related to clinical trials?
[12:08] Ryan Brown: Well, it's a very exciting time to be in clinical research, I'll share that first and foremost. And so looking at such guidances, right? So we started with the FDA guidance in November, 2020 on improving diversity. One other one that I think is also very timely and interesting to look at is the FDA guidance that was written to support migraine enrollment, right? And so if you look at something like chronic migraines, and when you look at the epidemiology and you're nodding knowingly, so I know, you know, this, it disproportionately impacts women.
[12:41] Ryan Brown: And so what they were seeing is that there was an over-representation of men or other people who weren't as equally impacted. And when that guidance came out and the requirements are to be in place that they had to enroll and make sure there's adequate representation. A lot of the studies, the phase twos and threes that were to follow actually had better representation that was more reflective of the disease state.
[13:06] Ryan Brown: So why that's important, I think those two guidances provide a very good indicator as far as the power that perhaps once this can potentially, fingers cross, goes into legislation, we can see actual parameters and true measurement to make sure that we're having real representation by the folks most impacted by the disease. Right.
[13:32] Ryan Brown: So when you were looking at things like the DEPICT Act, it will start to require sponsors to have real diversity action plans. Where they have mapped it back to the disease and saying something like, you know, lupus where we understand it disproportionately impacts women. And especially, if you look at that example, women of color and so looking at it to make sure that when have we powered our size of our study, the right way to reflect the people who are really affected by this condition to looking at such things as under-representation where a disease disproportionately impacts one group say 42% of African-American women, and yet they were only comprising 14% of clinical trial participants is a little scary, especially when we're looking at things on the commercialization stage.
[14:23] Ryan Brown: And looking at drugs that you use in the real world and looking at reimbursement and seeing how it actually affects folks and making sure that the AEs are minimized because you've had real representation from the beginning to make sure things are efficacious. So what this will require folks to do is actually have a real plan. It's not enough just to say, "Hey, we tried to enroll some women."
[14:47] Allison McDougall: "We're doing our best, but we couldn't find them."
[14:49] Ryan Brown: "We're in the tree!" And we're like, "But we asked you to go find fish. Why are you looking for bananas?" And it's oh no, you got to get out to the sea. You got to get out to the fishermen, get out the boat and go find the fish!
[14:59] Allison McDougall: Fish where the fish are!
[15:01] Ryan Brown: Fish where the fish are! So that’s really exciting to see. I’m looking forward to seeing what’s to come. And there was also recent discussions out of the MHRA, regarding diversity and looking at the inclusion of women and pregnant women and diverse women of all types. So this is not just a topic that's relegated only to the US and when we say diversity, it's really taken on legs and we're thinking about it globally, because really we're trying to optimize treatments for those who need it most.
[15:37] Allison McDougall: Sure, and as you touched on, that intersectionality is so complex, right? And how these demographics come into play with women around the world and what their situations and what their backgrounds are. So, so fascinating. So Ryan, we were touching on this too at the beginning of our conversation and as you know, obviously you're representing Science 37, a rocket ship decentralized trial company, how are virtual trial companies like Science 37, how are they/ how are you facilitating the representation of women in clinical trials? We touched on some of the obstacles or the hurdles, the rate limiting factors. How are companies like yours helping to facilitate?
[16:27] Ryan Brown: Allison, so company like ours, company like yours, right? Are really worrying to try to increase the accessibility. I'd say here at Science 37, we take a three prong approach to reaching our underrepresented communities. That's by improving access first and foremost. Improving awareness. And I'd say the last piece, which is also one of the most important pieces is what are we doing to foster trust, right? And hitting the trust paradigm and boosting that confidence that needs to be restored for communities that have often been marginalized and left out.
[17:05] Ryan Brown: One of the ways in which we do that is empowering providers who are usually left out and also patients that have been excluded typically through our agile model and a hybrid approach where we're collaborating with community organizations, community partners, providers, who may not be the typical key opinion leader, but have great access to a wealth of really great viable patients who need access to treatments most. And one of the other things that we do, so when we say access, I'll share a brief example.
[17:40] Ryan Brown: Looking at certain things like a maternal health program that came across my desk, where, looking at who would be most impacted and saying, "Hey, you know, this might most impact Hispanic women and Black women in rural areas. Where are they accessing care? How are they going about that?” And what can we do to collaborate with community, to bring about change or looking at sponsor protocols where they're saying, "Hey, we want to enroll more diverse participants, women, participants of color," for example, but if you look at the inclusion exclusion criteria, Allison, the main key factor was, must be fluent in English, even though the condition disproportionately impacted people of like Southeast Asian descent or Hispanic descent.
[18:28] Ryan Brown: And that's scary. So to appeal sometimes to improving enrollment of more women, we need to think about how are these women ingesting information, whether they're trusted sources, what languages are they accessing this in and how can we get out of our ivory towers and get into community and deliver things in such a way that touch the hearts and minds of those that we're trying to serve.
[18:53] Allison McDougall: And you are setting me up just perfectly as we dovetail into our next question. So of course I have to ask this as a representative of a major translation communications company, based on your experience: is language, a limiting factor for women's participation in clinical trials? It sounds like the answer is yes but take it from there. Take us further.
[19:18] Ryan Brown: Absolutely! Allison, it very well can be in some instances, especially when it depends on the women you're trying to reach.
[19:26] Allison McDougall: Right.
[19:26] Ryan Brown: And so that's the thing. Sometimes we paint such broad strokes that we forget that we have to deliver and look at things at a local and individualized level. And so collaborating with partners, like G3 and TransPerfect to make sure that we've tailored communication in such a way that meets people where they are, because what good is it if the people we're trying to reach can't understand what it is we're trying to say?
[19:50] Allison McDougall: And the data is there. We won't go into it in this particular conversation, but the data is definitely there to support the fact that people prefer to learn, purchase, be educated in their native language. Particularly when it comes to, you know, scientific or medical information informed consent, all of that. You know, native language accessibility is a must. So yeah. Thank you for that. And as we look to sort of wrap up today's conversation, let's give our audience some actionable takeaways if you will. So, Ryan, last question as part of our conversation today, what are some successful strategies to make women aware of and to recruit them for clinical trials?
[20:39] Ryan Brown: Allison, thank you so much for that tee up. I would say three key things. Right? First and foremost, start with the end in mind. When I say that much, I'm thinking, you know, looking at who is it you're really trying to reach with this particular compound, who's most impacted by the disease, and does your protocol really reflect what it is you're trying to capture and the minimal viable number of end points that are required to hopefully minimize patient burden and also increase patient access? So looking at things that you can control when possible, such as the language barriers, right?
[21:20] Ryan Brown: Looking at say, the number of assessments are they all really required or are there ways in which you can be flexible and take maybe a hybrid approach where you can meet patients a little bit more where they are. And make things a little bit more flexible. You know, average woman today who is extremely busy. If she can DoorDash at dinner and have laundry supplies delivered via Amazon or all kinds of other things and Instacart it, sometimes, I think we need to take a similar approach when it comes to clinical trials. Right?
[21:48] Ryan Brown: So taking that hybrid approach and people have become more comfortable with say, telemedicine or home health nursing. So areas in which you can modify your protocol and thinking with the end in mind, you know, what's going to help support the end points? What's going to help support a robust enough dataset? That really reflects the folks that are impacted by the disease, because it also impacts your ability to one get approval, and two, with this diversity action plan that may be coming required, setting yourselves up for success. Both from a funding side when you're looking at your VCs and insurers and the commercialization aspect, but more importantly, really helping to foster that access and awareness and trust factor with the patients you wish to serve.
[22:29] Ryan Brown: So start with the end in mind and really think carefully about where are these folks going? What are we doing and what can we do?
[22:35] Allison McDougall: Yeah.
[22:37] Ryan Brown: And I'd say two other things. Second part is just, remain open and curious, you know, we don't have all the answers. And so don't just make broad sweeping strokes when you're talking about the patients you wish to serve, but take some time out to really get in the community, collaborate with your patient advocacy partners, talk to women. If women are impacted by the disease and you want to know what are their barriers, what are their challenges? Why can't they make it? Don't just make assumptions, go ask them and have a panel. And third, bring people along the journey with you. So making sure to communicate in such a way that helps people feel like they're a part of the journey in that you're not talking at them, but you're really a partner in their clinical and healthcare journey.
[23:22] Allison McDougall: Fabulous. And once again, what I'm taking away from all of that is humanize the patient, step into your patient's shoes and communicate, communicate, communicate.
[23:35] Ryan Brown: Well said. Nothing further from this side, Allison.
[23:39] Allison McDougall: Beautiful. Ryan, this has been such a pleasure and thank you again for sharing your expertise and all of the details of your crusade. Please know that G3, we do continue to walk alongside you and Science 37 as we continue this amazing journey together. I also want to say thank you to our audience for joining us today. Ryan and I would be delighted to answer your questions or respond to any feedback that you might have. So be sure to either utilize the chat function as part of this platform, or feel free to send us an email at webinars@G3Translate.com. I'll repeat that webinars@G3Translate.com and we would love to continue the conversation. So, thank you so much for your time today. And we'll be in touch soon.
[24:31] Ryan Brown: Bye-bye thanks.
[bookmark: _GoBack][24:33] [Upbeat music playing]
