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Operator:  Thank you for standing by. My name is Tina, and I will be your conference operator 
today. At this time, I would like to welcome everyone to the National Bone Marrow 

Transplant LINK - Let's Learn More about Clinical Trials.  

All lines have been placed on mute to prevent any background noise. After the 

speaker's remarks, there will be a question-and-answer session. To ask a question, press 

star one on your telephone keypad. To withdraw your question, press star one again. 

Please limit questions to one and then re-enter the queue.  

It is now my pleasure to turn the call over to Jennifer Gillette with LMSW. Please go 

ahead.  

Jennifer Gillette:  Thank you so much, Tina. Welcome everyone. We're glad you could join us today. 

Yes, my name is Jennifer Gillette, and I am a Staff Social Worker at the National Bone 

Marrow Transplant LINK. And we will be focusing on Clinical Trials today.  

A special thank you to our sponsors, Blood Cancer United, Incyte, Sanofi, and 
Mesoblast. We also would like to sincerely thank our esteemed LINK partners for their 

continued support.  

Just a brief outline for how our program will run today. I will do a quick little 

introduction to the National Bone Marrow Transplant LINK for those who might not 
be familiar. And then we'll hear from Dr. Stephanie Lee, Professor and Section Head 

at Fred Hutch and the University of Washington, who will share her honest and 

straightforward ideas and expertise regarding clinical trials. Then we'll hear from our 
two-time survivor, Loriana Hernandez, a global patient advocate and journalist, who 

will share her real-life experience with trials. And you can learn how she navigated her 

options. Then we'll have our question-and-answer period. And then, of course, we'll 

have closing remarks.  
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So those of you who are not familiar with us at the LINK, our mission is dedicated to 

helping individuals and families navigate the transplant and cellular therapy journey. 

This is from diagnosis through survivorship. We do this by providing education, 
emotional support, and resources. Some of those resources we have is a content-rich 

Facebook community featuring daily inspiration, educational updates, and 

survivorship tips. We have our educational books, referrals, and emotional support 
from a social worker. We have our last Wednesday of the month program where you 

can connect and support fellow survivors via writing workshops, meditation, and 

crafting. We have our Healing Arts program. Our Lunch & Learn, like you're on today 

that you hear from professionals and fellow patients or caregiver voices that discuss all 
things bone marrow transplant-related. We have our Marrow Masters podcast, and with 

that, we have over 45,000 downloads on all things transplant, GvHD, new treatments, 

survivorship tips, etc. We have our educational webinars. For example, next week we 
have one that is on how exercise can assist with GvHD and just getting better post-

transplant. We have our Coffee Klatch support program, our peer support program, our 

Celebrating Second Birthdays, because after transplant you get two birthdays a year, 
and our Survivors Thrive Book Club. So, if any of these things sound helpful to you, 

reach out and let us help you further.  

A couple of housekeeping items before we begin today. Please try to keep your 

questions as concise as possible. And if you have more than one question, as Tina had 

said, we ask that you get back online just to try to give everyone a fair chance for 
questions. And we will do our best to get as many answers as possible today, but we 

do only have the hours, so please know we will do our best. And also remember, the 

information in today's program is meant to help stimulate conversation with your 

healthcare team. It is not to fill into any personal medical advice.  

Anyway, it is now my pleasure to introduce our featured speaker, Dr. Stephanie Lee. 

Dr. Lee is a board-certified hematologist and researcher at Fred Hutch, specializing in 

leukemia, MDS, and blood and marrow transplantation, as well as long-term 

survivorship. She serves as the Research Director of Fred Hutch's long-term follow-up 
program, which supports more than 5,000 transplant patients. Her research focuses on 

improving transplant outcomes and quality of life with particular expertise in chronic 

graft-versus-host disease, donor matching, survivorship, and patient-reported 
outcomes. Dr. Lee also leads a nationwide research network dedicated to improving 

the prevention, diagnosis, and treatment of graft-versus-host disease and currently 

serves as the President-elect of the American Society of Hematology.  

Thank you for being here, Dr. Lee.  

Dr. Stephanie Lee:  Thank you very much, and pleasure to be here. Thanks to all of you out there who are 

listening. You know, this is an unusual topic, I think, for a Lunch & Learn, but I think 
it's super important. Thanks very much for the introduction. I'll just let people know 

that the reason I think this is so important is because I've done clinical trials really since 

the 1990s, when I was in my fellowship.  
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And it really was stimulated because I saw that transplant can work really well in so 

many cases, but even when it works well, it's incredibly difficult, and we all know it 

could be better in so many ways. And I really truly believe that clinical trials are the 

way to make progress and to make things better.  

So I'll just start with a couple of points, because if you take nothing else from this call, 

I want you to take this home. First thing is, really, especially in transplant where 

everything is so intense, clinical trials really are the way that we make progress; we 
make things better. And to the extent that we're good at it now, it's because so many 

people participated in clinical trials along the way. But the second point I want to make 

is that considering the trial, talking about it, thinking about it, does not mean that you 

have to participate. And really, participation in trials is voluntary. You can always 
change your mind; you can drop out. And so, in other words, don't be afraid of them. 

Think about them, think about how you might enroll in them and how they might be 

part of your treatment plan.  

So I thought I would just start by saying, “What are we talking about in terms of a 
clinical trial?” And it's important to realize that these are research studies. We are 

asking a specific question. We have a hypothesis about how what we're proposing to 

do is better than what we're doing now, but we don't really know that. That is the point 

of the research study. And so people think that it's always about a new drug or 
something that's never been used in humans before, but there's all kinds of research 

questions. It could be preventing and treating complications. So I do a lot of work in 

graft-versus-host disease, but there's also lots of trials about preventing infections or 
relapse. Maybe it's about reducing treatment side effects. It could be about improving 

symptoms or quality of life. This could even be like how we monitor people. So, 

clinical trials, if you think about your care, like every aspect of that could be the point 

of a clinical trial.  

So I know I have about 20 minutes for my remarks, so I thought that I would organize 
these around what I thought was so acute, which is the who, what, why, when, and how 

of clinical trials. And so I'll just kind of go through these one at a time. So in terms of 

the who, I think one of the big questions people have is, like, who participates in trials? 
And I can tell you, like, lots of people. There's often, I will say, a trial for everyone; 

that's not really the case because you do have to be eligible for the trial. But there's a 

lot of clinical trials out there for all different kinds of problems and things. And so in 
my own work, I would say a lot of our transplant patients are in trials. You do have to 

meet the trial's eligibility criteria, and we're going to talk about that in a little bit. But 

it's important to remember that these criteria, they could be your diagnosis, they could 

be the kind of transplant you're having, the kind of donor you're having, but they're 
really there to protect you as a participant. A lot of the eligibility criteria are things 

where we want to make sure that you can tolerate the treatment, or that it really would 

be a good idea for you.  
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And then we also have to make sure that the study can answer a question. So I know, 

one of the questions that we got that was sent in earlier was: How do I let my team 

know that I'm interested in a trial and I will do anything possible to do better with my 
disease? And I think it's okay to put that out there, but sometimes it's not appropriate 

to put you on a trial. There's a lot of hype and hope and everything about a trial, but it 

is a research question. And these eligibility criteria and the way the trial is designed is 
first and foremost to make sure the patient is as safe as possible, but also to make sure 

that we can answer the research question. So I do want to have people keep that in 

mind.  

Another who of clinical trials is like who conducts the trials. And again, you might see 

the principal investigator, maybe and the coordinator is kind of the front end of the 
clinical trials team. There really is a whole back end who are supporting that clinical 

trial. So clearly, the physician who's running it, the nurse who's helping that person. 

There's clinical coordinators, there's data managers, there's pharmacists, statisticians 
are helping us to design the trial; there's a whole regulatory arm that is monitoring that 

trial and making sure that participants are safe. So behind the scenes, there's like a big 

group of people that are conducting that trial. And the trial may be just at the center or 

in the particular place that you're being treated, or it could be multi-center; it could be 
national. And I mean some of the trials where I've been a principal investigator have 

been multinational, global, like with 200 sites. So the size of the trial really does vary 

a lot.  

I think whenever we're talking about clinical trials, one of the things that's really 
important to talk about is how do we make sure that the people participating in the trial 

are kept as safe as possible. And I just wanted to reassure you guys that there's lots and 

lots of layers and lots and lots of review. The first thing is something that's called an 
Institutional Review Board (IRB). That's a local institutional group of people that 

rigorously reviews the trial, makes sure that it's scientifically valid, that the question is 

important, and that it's written in such a way that the participants are kept as safe as 

possible. We also have sometimes independent groups that look at it. Like for my trials, 
I have a data safety and monitoring board. This is a group of investigators who are 

unaffiliated with the trial, and every six months, they look at our trial data, and they 

say, “How's it going? What kinds of effects are you seeing?” And they provide another 
level of safety. And then, of course, there's the entire federal and governmental 

oversight, so that, like, the Food and Drug Administration (FDA) will oversee some 

trials, other groups, others over trials. So there's like multiple layers of people who are 

overseeing these trials.  

I think another “who” question is, like, who decides who gets to be in a trial and who 
doesn't? And I want to impress upon this group that really once we determine that 

you're eligible for a trial, it is totally up to the patient, to the person, to decide if they 

want to participate. No one should ever feel like they're coerced or forced into a trial. 
It's always… It's a voluntary thing; it is research. You can participate if you're eligible, 

and you can also change your mind even if you sign up for a doesn't mean you have to 

stay in the trial.  
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Lots of times, circumstances change, your own condition changes, the physician may 

take you off the trial, so signing the consent form does not obligate you to do everything 

that the trial lays out.  

Now let's switch to the “what”, like what exactly is being studied, how does this work? 
So I mentioned this before, and trials can really address all kinds of questions. So, it 

could be a new treatment. Sometimes it's not even really been given to that many 

people, but sometimes it's a pretty common drug, like in other diseases, and we just 
want to kind of see how it works in transplant. Could be a different combination of 

drugs. Sometimes they're trying to prevent things, like some of my studies where I'm 

trying to prevent graft-versus-host disease. Sometimes, the trial is for the people who 

already have that complication, like chronic GvHD, and we're just trying to make their 
symptoms better or their disease better. I mentioned it could be like diagnostic and 

monitoring. We've had trials where we tested people really frequently or where we 

tested them less frequently to see if it makes a difference that you do all that different 
testing. And I've even done like behavioral trials. So I did one that was looking at 

exercise and stress management during transplant to see if we could make the 

transplant procedure easier on people. So those are all clinical trials, and those are all 

things that you might want to consider participating in, or might have already 

participated in.  

When we talk about, like, the what of trials, we kind of in our minds think about like 

sort of three broad groups. There's many different other designs, but I'll just go through 

these three because if you're thinking about a trial, you might hear this terminology. 

And this is a Phase 1, 2, or 3 trial.  

So a Phase 1 trial is really a pretty early trial, like somewhere between 12, 20, or 30; 

kind of not that many people will participate. It is an early stage, so we don't have as 

much experience with the thing that we're studying. And the question for that trial is 

really, can we give this drug safely? What is the right dose to give it at? How do people 
do with it in terms of early toxicity? Those trials are really important because that's 

when we're just getting something going, when we're just bringing it into our field, and 

those are really strictly regulated, as you can imagine. But it is also an opportunity to 

have really early access to things that we think are really promising.  

Once we've shown that it's safe and we kind of know how to give it, then we move to 

a Phase 2 study. And this is usually like a 20-, 50-, 60-person kind of study. It's a bigger 

study, and we're really trying to ask the question, okay, now we've got the dose, we've 
got the frequency. Are we getting signs that it's really doing what we think it's doing, 

what we're hoping it's doing? So we're collecting more safety data, but now we're really 

interested in, like, okay, is it actually preventing graft-versus-host disease or treating 

this form of GvHD or doing whatever. Because the next goal is really a Phase 3 study, 
and this can involve hundreds of people. And now we're really comparing it to what 

we call the standard of care.  
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And I just want to talk about standard of care because if you've been thinking about a 

trial, you've heard this a lot. What really is standard of care? Well, it sounds great, 

right? It is the standard. It's important to remember that when we say standard of care, 
what we mean is what we're doing today. That's what we would do if you were not on 

any clinical trial. Why are we doing the trial? Because we think we have something 

that's actually better than the standard of care. So standard of care is the baseline. It's 
what we do if a trial is not available, but we are always trying to improve upon the 

standard of care. Sometimes we'll be asking you about a randomized trial. And this is, 

a lot of people don't feel comfortable with randomization, so I just wanted to explain 

that briefly. This really is the gold standard of how we're going to know if treatment A 
is better than treatment B. You have to have equipoise. You have to not know whether 

treatment A is better than treatment B. You can hypothesize it. But you can't really 

know that. And so randomization is literally, like, we call it a flip of a coin, but it's 
taking a person who's enrolled in the trial; you don't really know which arm they're 

going to go on. And then a computer program or a sort of sheet where you look at will 

say, okay, this person's on arm A, that person's on arm B, this person's back to arm A. 
We can only do this if everyone agrees that either treatment seems reasonable and that 

we don't know which one is better. But I know some people just don't feel comfortable 

being randomized. And that's totally okay. But that is the reason that we do it. It's 

because it gives us the best answer of whether arm A is better than arm B.  

We also sometimes do what's called blinding. This is where usually the patient and the 
physician do not know what the patient is getting. Could be treatment A or treatment 

B. And this also is very helpful because if you know what someone's getting, 

sometimes you can interpret how the patient's doing or what the side effects are, 
everything, because you know that they're getting a certain drug. So if you don't know, 

that's called blinding, and if you do know what they're getting, then that's called open-

label because we know exactly which drug you're getting.  

Some studies include something called a placebo, which a lot of people think of it like 

a sugar pill or sugar infusion. It's not an active drug. And this also helps us to tell 
whether whatever we're studying is helpful or not. It's important to realize that if 

something is a placebo-controlled trial, it's because it's okay if you don't get anything. 

Either we're adding it to something else, or we don't really have any specific treatments, 
and so the only reason we would use a placebo is because it's okay if people get the 

placebo, and we're really trying to figure out whether our intervention is helpful.  

And so, all of these things are sort of terminology that you might encounter. I think if 

someone's talking to you about a trial and doesn't, one of the other messages I want to 

give people is to please ask questions. And we always appreciate the questions. We 
don't really know what you understand and what you don't know. And it's really 

important if you're thinking about being in a trial that you really do understand what 

that trial is about.  
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Okay, the why. I'm going to say it again: why I think clinical trials are necessary. It's 

really the only way that we can know that something is better than what we're already 

doing. Some people feel like, “Oh, I don't want to be a guinea pig. I don't want to be 
experimented on.” It is kind of an experiment. On the other hand, it's a highly regulated 

experiment. And to the extent that we are better today than we were last year, a lot of 

that is because of clinical trials. So the hope when you're going into a study is always 
the thing that you're studying is better than what you're doing now. Why might 

someone participate in a trial? I think the most obvious reason is that because 

sometimes it gives you access to promising new treatments or approaches. Particularly 

when you don't have other good options, a clinical trial is sometimes the hope to finally 
be able to treat a certain thing. I will say that there's some other reasons why people 

participate in trials that they've expressed to me. One is that you actually do get more 

attention from your providers. Often there's very structured assessments. You got to 
see them more often. There's closer monitoring. And I think sometimes patients feel 

more comfortable with that, and a clinical trial does bring sometimes more scrutiny to 

how you're doing. And then another big reason I think people participate is altruism. 
I've had patients tell me, “I'll participate in any clinical trial because I know that what 

you're doing now is based on the people who came before me.” That's a lovely thought; 

it is definitely a motivation to people, and that is how we make progress.  

Another “why” is: why you might choose not to participate in the trial? It's all good to 

be altruistic and everything, but why don't people do it? I think sometimes people are 
worried that the treatment's not going to work, and that's why people prefer, again, 

what we call that standard of care. Could be unknown side effects, particularly if the 

drug is very early in its development. Maybe fewer than 100 people have taken that 
drug. How am I going to do on it? Also, totally legitimate, we have to treat more people 

to get more experience with the drug. I've also heard that sometimes people don't want 

to be randomized just because they don't want to be randomized. But also, weirdly, I've 

heard that they don't want to be randomized because they want to get the active drug. 
So they would go on the trial if we were definitely giving them an active drug, but they 

don't want to go on the trial for the chance that they have a 50% chance of not getting 

the drug. So again, totally legitimate, but sometimes some of these things play into 
whether people want to participate in trials. You know, the flip side of more monitoring 

and more scrutiny is that there's more visits, there's more tests, there's more 

questionnaires, more stuff gets done to you because of the trial. You might have your 
disease assessed more frequently. That is the flip side of frequent monitoring, but 

sometimes people don't want that; it's time, it's travel, it's arrangements, it's caregiver 

burden. And so, all completely legitimate reasons.  

When should people consider a trial? I would say any time, because as I've shown you, 

there's stuff before transplant, there's during, there's survivorship, there's lots of other 
time points where clinical trials are being considered. And so it really is any time, I 

think, in the journey. I think sometimes people think we only do these when there's no 

other options. No, we do this sometimes for frontline therapy, for other things. I think 
the other thing to remember is that you might not be considering a clinical trial, and 

they tell you, “Oh, you're not eligible now because of this, that, and the other thing.” 

Well, sometimes that eligibility can change.  
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Actually, it can change both ways. We thought you were eligible, but then when we 

got into the screening, something came up, and then you were not eligible. It can also 

go the other way. You weren't eligible before, but now your situation has changed, or 
the trial has changed, and now you're eligible. So it's that will sort of keep asking about 

the trials. And then how do people get involved in trials? Well, a lot of times, your 

doctor, your clinical team is going to be thinking about the trial and saying, “Hey, you 
know, you might be eligible for this trial. Do you want to hear more about it?” But if 

you're looking for clinical trials, you can certainly ask your clinical team. You can ask 

if there's other trials at different centers. Sometimes we used to send people to the NIH 

for trials. There are online resources. There's this thing called clinicaltrials.gov, which 
is a listing of all of the clinical trials that are out there and a little bit about them. I 

mean, more and more people are using things like ChatGPT and Copilot and things 

like that to find out. So there's information out there, but you do have to think about 

asking if no one is talking to you about it.  

And so how does enrollment work? If you're thinking about a trial, there's certainly, 

it's a conversation, so they'll talk to you about it. They may do a little bit of screening 

just to make sure that you are potentially eligible; there should be lots of opportunities 

to ask questions. It's time for you to think about whether you want to participate. But 
if you're really going to participate in a trial, at some point there will be a consent 

conference where they sit down, they go through the consent form with you, and you 

sign your name. And that's really just to make sure that you get a copy of that consent 
form; they've gone through things. You are voluntarily participating, and then, like I 

said, they'll give you a copy of that. That signature is really important. We oftentimes 

cannot do anything until you do that. We can't even sometimes look at your medical 
records. But again, it does not obligate you to continue with the trial if you just change 

your mind. So you can change your mind then, change your mind after you get started; 

you can change your mind later. It's really important to remember that that's not like a 

contract for a house. The contracts for that moment that, yes, I want to go ahead, but 

you could always change your mind.  

And then what happens afterwards? Well, it depends on the study design, but in 

general, your clinical team will be following the protocol, which means if there's a 

drug, they're going to give you that drug according to how the protocol has laid out. 
Again, if you're getting a drug and you have some sort of side effect, sometimes there 

are dose modifications. They will be following it. They'll be following the assessment 

so that if it says, “Okay, you need bone marrow at this point”, they will do that. The 

protocols are more or less detailed; some are extremely detailed; some are a little less 
detailed. At some point, you're going to finish that trial, and then some of them have 

long-term follow-up, like they might want to kind of check back in a year. And they 

can usually do that for your medical records, but sometimes it goes on beyond the 
active treatment trial. So that's really kind of what I wanted to go through. At the end, 

we'll take questions. But I just wanted to really emphasize three things, actually. I said 

two in the beginning, but three.  
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One is, clinical trials are the way we make progress. I do a lot of them. I've seen new 

drugs become available because of clinical trials. Second thing is, I've emphasized over 

and over again, it's, participating in a clinical trial is an option for you, but it's not an 
obligation. You don't have to do it. You can drop out afterwards. And the third point I 

want to make, and it's emblematic of this Lunch & Learn, I've really clinical research 

is a partnership. It's a partnership between you, if you're the patient, the caregiver, your 
family, the medical system, your clinical team; everybody wants to make transplant 

better, and clinical trials are part of how we do it. So I encourage you to think about a 

clinical trial if you're open to it and if you're ever in a situation where that makes sense 

for you.  

So, I'll stop talking now and let you guys hear from Loriana, and then I'm happy to take 

questions at the end. Thanks for listening.  

Jennifer Gillette:  Thank you so much, Dr. Lee. We really appreciate you breaking that all down to help 

everyone understand better. And yes, now we would like to introduce Loriana 

Hernandez, who is a two-time survivor, an advocate, and an author. She's the full 

package. Loriana, thank you so much for being here.  

Loriana Hernandez:  Thank you. What an honor to be here. Dr. Lee, that was phenomenal, and I couldn't 

echo more of what she said.  

Just to give you some background on my story, I always like to say my purpose and 

passion is to now advocate for clinical trials because of the journey that I've been 

through. I share that I'm alive because of many clinical trials that I took part in, but I'm 
also alive because I chose to leave one because my doctor thought it was in the best 

interest for me to leave. So just to reiterate what Dr. Lee said, it may not be a good fit 

and it is okay to leave, and it has to be a partnership.  

To give you my backstory before I get started, in 2014, I was at the peak of my career. 
I was a network news anchor, medical reporter. I was living the life. I was in fertility 

to have a second baby, and my world was turned upside down. I was misdiagnosed at 

a cancer center in Austin, Texas, who said I just needed rest, but I knew something was 

wrong. And I was fortunate enough to be able to get to Johns Hopkins, who said, “Say 
goodbye to your son, get on a plane. We have a bed waiting. You cannot afford to 

wait.” And I literally went from telling everyone's story to becoming the story. And I 

was no longer looking at healthcare from the outside as a reporter, but I was inside it, 
living it, experiencing it, and trying to make decisions while I was sick and scared, 

overwhelmed. Even being well educated, even being a reporter, even being connected, 

I felt like I was just drowning trying to understand the world around me. And I said, 

“First of all, if I live, I will serve, and I will educate people on what goes on during 

that, going through a blood cancer and going just to help educate others.”  

And then there were so many moments that I said, “How did I not report on all these 

stories in all my years of reporting?” And so I started reporting from my bedside.  
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There were moments that I'll get to the clinical trials, I promise, but they… and I asked 

because I pressured and pressed them with questions. My doctor is Dr. Mark Levis at 

Johns Hopkins. He’s phenomenal. And he said to me, you have a one in four chance 
of survival if you're German, not Cuban like you are, because at the time we didn't 

have statistics on people like you. And only 10% of Latinos are on trials. That alone 

said, I said, “From this day forward, I'm going to educate on clinical trials, what we 
need, why we need advancements.” Because, as Dr. Lee said, clinical trials are 

tomorrow's standard of care today. What you're doing today is because someone said, 

to a trial many years ago, and I said, “I'm going to make it my mission.” I went through 

an entire year at the hospital separated from my son, my then two-year-old son. I was 
hospitalized for a year, went through eight rounds of different types of chemotherapy, 

eight different types of chemotherapies rounds and rounds of full-body radiation. And 

then five years to the day, I was diagnosed with breast cancer, and the journey has been 
incredibly challenging. I've gone through a lot of PTSD and depression, but I've learned 

so much that I said as a journalist, as a speaker, that it's just made me pivot to teach 

what I've learned to help educate others.  

Some of the things, when we talk about one of the trials that I took part in, was 

something that is now part of some standard of care in some blood cancers is MRD, 
measurable residual disease. So in 2014, there was a trial to look at measurable residual 

disease to see if the cancer was coming back before it was fully coming back. I'm sure 

Dr. Lee can say it in a much more precise and eloquent way, but that is now part of the 
standard of care. What was a trial in 2014 at Johns Hopkins is now part of the standard 

of care in several blood cancers. So it fills my heart to see that many trials that were 

happening around me are actually now standard of care. Now, during that journey, I 
will also say there was a clinical trial I took part in, among many, that I later found out 

that the trial failed. It did not get FDA approval, which had me wondering, well, what 

do I need to know? Why did it fail? Do I have long-term complications I need to talk 

to my doctor about? So another area I advocate in is that it's a two-way street. It is a 
partnership, like Dr. Lee said, and I always advocate that we, as patients, deserve the 

right to know that it didn't work, but it is successful in other blood cancers. So we know 

there's so many other indications, and sometimes there are clinical trials that… because 
there's already something that's already working in one area, maybe a stomach cancer 

or breast cancer, that may work somewhere else.  

And another clinical trial, and then I'll get some of my talking points, is because of 

breast cancer, I'm on a drug called… It's a type of drug called an aromatase inhibitor 

to suppress my hormones. And clinical trials are because we know there's something 
out there that could be better. I am eager to get into a clinical trial to find out what is 

out there better because the side effects from the actual drug that I'm on, and many 

breast cancer patients are on, it's brutal. And so I'm looking for something better. So as 
Dr. Lee mentioned, a clinical trial does not automatically mean it's a last resort. There 

are some cases that is your last resort. And maybe those are the times when people say, 

“Sign me up.” But there's so much benefit to the trials. You don't ever want to hear, 
“You have a one or four chance of survival. Oh, if you're German, if you're Italian.” 

But not if you're this background or that background, that together we can make it 

better. But of course, it's still a two-way street.  
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You hear clinical trials, and you think, okay, they've run out of options. I'm going to 

have the experiment. And there has been… I've been so privileged as a patient advocate 

and global speaker to go to many different pharmaceutical companies and meet with 
the scientists and the researchers in their labs. I've been to Pfizer, I've been to Novartis, 

I've been to Boehringer Ingelheim, and meet with the researchers who said, “I've been 

working on this drug for 10 years.” So maybe you hear it's Phase 1. Or maybe you hear 
it's Phase 2 and it's moved on, or Phase 3, but it doesn't mean they just pulled it out of 

a hat last week. There are researchers and millions of dollars, billions, going into it, 

and researchers spending years and years because they believe that it can be better for 

you. So don't wait until you feel like you're out of options.  

The minute I go to a doctor's appointment, I've moved a lot because my husband is also 
in the TV industry, and we've moved from the Johns Hopkins area to then Penn 

Medicine, and now I'm in Atlanta, where there's Emory. And the first thing I say is, if 

there's a clinical trial that you think I'd be a good fit for, please let me know. Let me 
make the decision because this is shared decision-making. So I encourage you; it does 

not hurt you to say, I want to hear about it. You can say no; you can say, “You know 

what, I don't want to do that one.” The door is open, and someone else isn't making the 

decision of whether you need the trial. Ask about them before you think you might 
need one. And then ask, you know, could the treatment decision I make today affect 

whether I qualify for a clinical trial later? Timing can matter. Sometimes eligibility on 

what treatment you have received, your disease status, and your overall health; that can 
all change. But it's still important to let them know today, at this very moment, I'm 

eager to hear about any clinical trials that could apply to me, because there's so many 

that could apply to you. So many academic centers around the country are working on 

them.  

Informed consent. I do a lot of patient education and also work within pharmaceutical 

companies to help them make their informed consent easier to understand. It's not just 

a signature. And I always say it has to be informed. And I'm sure those of you listening, 

pharmaceutical companies try very hard, but sometimes they'll send it to me, and I'll 
say, “Yeah, that makes no sense to me.” Like all these pictures, like at the end of the 

day, when I look at the consent form, I need to know, like, will I be able to drive to this 

appointment? Will I be able to drive home? Will I need someone to get my son at the 
bus stop? Will I be able to be well enough to cook for my family? Like some basic 

questions: who's going to be available in the evening hours if I have side effects, if I'm 

an outpatient for this clinical trial? And so for me, the minute I see a consent form, if 

you're listening and all of us may go through this, you're already at a low point in your 
life. The caregivers are stressed; we're burdened. And I always educate and teach that 

we have to make it easier for patients. So if it doesn't seem easy to you, I encourage 

you: please ask; tell them what your barriers are instead of saying, “No, this is not; I 
can't get here.” “Here's the problem. I can't get here. I don't know how to get here.” 

And they will help. They are now working very hard to find solutions. In fact, years 

after I got breast cancer, my sister- I have her DNA, which may be a whole other story. 
She got breast cancer. She got into a clinical trial, and then she called me crying and 

said, “I'm quitting. I'm quitting.” And I said, “Please don't; these are so important. This 

is what I educate on.” And she said, “I believe in science. I can't afford science”.  
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And that quote stuck out to me. And I said, “You have to call the clinical trial 

investigator, call the team, and tell them they need to hear this; tell them that your 

challenge is you can't get to Emory, that you don't have a ride. Because if that's what's 
coming between you and getting better treatment, they will help you find a way.” We 

are working so hard- I say we, because I'm working so hard partnering with 

pharmaceutical companies all over the world to make it easier and have these options. 
It is okay. You don't have to hold it in and say, “I don't want to do it.” Let them know: 

are you going maybe through a divorce and you have custody issues, and timing of 

how you're going to get to the bus stop? Are you worried about work and if it's going 

to impact your personal time off or impact… How can they help you? Help them, and 
it's a two-way street. So be honest and transparent. I promise you they've heard it all 

and they can be available to help you. The best thing I can say is you're not being 

difficult. You're participating in your own care. And this is shared decision-making. 

And clinical trials can make a difference for you.  

Ask also what will the trial mean in real life. Sometimes we focus on the treatment; we 

forget to ask. And I think I touched on some of the use of how often will I need to be 

at the hospital? The blood draws, the biopsies, the scans, the procedures- will I need to 

travel? Who's going to pay for that? What if I need to… One of my questions is 
always… because I tend to be a repeat offender going to the ER, what happens if I'm 

on your clinical trial and, because of a side effect, I need to go to the ER? Who covers 

that? What do I do? So I always ask; I'm a big what-if person. Not always healthy for 
the whole, for everyday part of your life, but for clinical trials, I like to know if A is A, 

then what do I do for B? So I always ask these questions. What does insurance cost? 

Is there financial assistance? There are also patient support programs (PSPs). A lot of 

these things I never heard about until I was in survivorship and advocating.  

Caregivers also need information too. My husband does a lot of presentations with me, 

and he travels with me, and he always shows this one picture of him sitting in the room, 

and everybody's back is turned to him, and they're facing me in the bed. And again, I 

was hospitalized for years; it was very traumatic. And as I waited to see if I needed his 
transplant and what was going on, he said, “Nobody was talking to me.” Like, look 

where I was when I took this picture. And now, thankfully, as Dr. Lee said, caregivers 

are coming front and center. Like, it's not just, when you're signing up for a trial, we 
need to explain, and they're learning this: when a patient signs up, really the family 

signs up, the caregiver's signing up. If the caregiver feels burdened, the patient will feel 

burdened. If the patient feels burdened, the trial will feel the burden. And so it really 

is a partnership that caregivers need to ask questions like: What symptoms should I 
watch out for? When do I call the care team? Who do I contact after hours? What 

should I expect when a patient comes home? How can I properly take care of him or 

her? What resources are available? And tell the team what you're experiencing. And 
Dr. Lee mentioned that one thing a lot of people don't realize is when you're in the 

clinical trial, there are more eyes on you. So you may get an extra CT scan, an extra 

PET scan, or extra test, and there's more eyes. But you want to ask that, but you also 
want to ask, well, what else do I need to ask the team about? What symptoms should I 

be looking for? Pain matters, fatigue matters. A lot of times we forget that there are 

connections.  



																																																																

	 	

streamlinedcommunications.com - 13 - 

 

And I might be sidebarring because I've been in news reporting for 25 years. So I'm 

trying to stay on topic here, but I'll never forget my oncologist, Dr. Levis. I came in to 

see him when I was after my transplant, suffering with GvHD, and I said… He's like, 
“Anything else to share?” I'm like, “By the way, I was in the ER; I had chest pains, but 

I know that's not your lane- your blood cancer. And he's like, “Wait a minute, it's all 

tied in together. We put the chemo in a catheter, in a Hickman that runs through your 
heart. Why did you think I'm not connected to this?” I had no idea; it didn't dawn on 

me. You're not my cardiologist; you're my hematologist. So it's so important: 

something that you think is not important is very important to mention when you're in 

any treatment, not just clinical trials. So that is my sidebar.  

Mental health is part of the experience, and it is part of the outcome. We spend a lot of 
time talking about the physical outcomes when companies and research investigators 

are looking at was this drug successful. Your mental health is important to share, and 

there's a lot of talk now about how do we properly support a patient going through 
treatment because we know, and there is research to show, that if we support a patient, 

if they help you mentally, you'll stay in the game and on treatment. Because if you're 

too stressed to understand the consent form, or you're too stressed with the number of 

labs and stands, you may leave the trial. So again, be open and honest about what you're 
facing, what your barriers are. Mental health is your mental well-being. It does not 

mean a lot of people are scared of this word, like there's something wrong with me 

mentally. No, everybody can be challenged mentally. You're going through a dark 
time. You're trying to go through consent forms. And if they can help you stay calm, 

feel mentally in control, and minimize your anxiety to be part of the trial, knowing that 

you could be going through something that could be life-changing in a positive way 

for you, then be open and let them know so they can help you.  

My next one is always bring someone with you and write it down. I always would 

bring somebody with me best that you can. You can also, if you can't, definitely may 

be able to comment on this. If I didn't have someone, because a lot of times my husband 

was working and I was driving myself because I was stubborn to ask somebody for a 
ride or couldn't find one, I would ask, do you mind if I record this? Many doctors will 

say, “You cannot record this.” Okay, what is the best way for you to take those notes? 

Can someone call in. There's so many different ways that you can have someone be 
part of that to ask more questions. And remember, a clinical trial is an option, not an 

obligation. Being offered a clinical trial does not mean that you have to participate. It 

doesn't even mean you have to stay in. Like I said, my sister was saying she was going 

to leave. And if you choose to leave, it's okay. It's okay to say this is not a good fit for 
me and still believe in the science and still believe in the work that they're doing if it's 

not a good fit. In fact, my oncologist, Dr. Levis, he pulled me; he's the one who pulled 

me from the trial when I said I'm alive because I left one, because it was not double-
blinded, and he could see inside the trial, and he could see that I was randomized not 

to get the transplant that I needed. And he pulled me because he had to put me before 

the actual protocol, before the clinical trial. And that's important too. It's a two-way 
street: if it's not a good fit and you don't think it's a good fit, or your provider doesn't 

think it's a good fit, it is okay to leave the trial. You can still believe in science.  
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So I think, in closing, I would say if I could leave any patient or caregiver with some 

things is to ask early. Ask questions, always bring a family with you as possible, or 

call them. Don't be afraid to say, “I do not understand.” Make sure you understand not 
only what the clinical trial is trying to learn, but what participating in the trial will mean 

for you and your family. Because informed consent is not simply about just signing a 

form. You truly have to be informed. It's about understanding your choices well enough 
to make a decision that is right for you. And ask, “How can I share this information 

with all of my family members?” I'm Latino, and there's like 20 people in our family 

that have to all be on the same page. So by the time my husband explained, it was like 

a telephone game. I was begging for videos as a reporter. I'm like, where's the video 
that I can just share? We all have the same message. And ask, is there a way this is 

written down that I can share with my family so we can all agree to this? And I think 

that's it. There's so much more that I could say, but I just did not stress enough the 

power of clinical trials.  

I was at ASTHO, which is one of the largest cancer conferences. If you're a patient 

caregiver, you might not be aware of it, but it's the largest cancer conference in the 

world. It's in Chicago every year, and I'm now 10 years out of transplant, and to see 

some of the trials that were once clinical trials when I was in the hospital at Johns 
Hopkins, actually now part of the standard of care for blood cancer patients. What gave 

me goosebumps to know that science is working for us, and what we have today is 

because someone said yes last week, last year, a few years ago to be part of the trial. 
So thank you for letting me share my story, and I hope it's encouraged you to at least 

explore and say yes, do sign up for a clinical trial.  

Jennifer Gillette:  Thank you so much, Loriana. You are such a perfect compliment with Dr. Lee. You 

brought up so many wonderful points. I have one question for you. You know, you had 
mentioned the mental health piece. As you went through the mental health struggles 

with all the things you had to go through, what are some tips you would give fellow 

survivors on ways to navigate that?  

Loriana Hernandez:  Well, the first thing I would… I'm glad you asked this because I actually give like 45-

minute speeches on this because 10 years out, I still live with severe PTSD, anxiety, 
depression. And it's not just when I go to the hospital, because I did not get the help I 

needed at the time that I needed it. Because your focus is just fix me, get the cancer, 

make the cancer go away. I'll worry about my mind later. But it is the whole package 
because if you are not mentally in the game, you don't have the energy; you can't 

actively participate in the trial that you need to be in or in your own treatment as well 

as you could. So I don't know if I might have to repeat your question, but I would 

highly encourage everyone that it is okay to say, I'm having anxiety. This is depressing 
me because, first of all, going through cancer alone is scary and can be depressing, but 

it's the domino effect that comes from it. The mental health side, like, what is this doing 

to my marriage? You start to think of things that's beyond your treatment. And if 
someone could help me, like, keep the glue holding everything together and make me 

feel whole. I could give the best version of myself to the treatment; that would have 

been helpful.  
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And so I say, well, I had some of the best treatment in the world. I always advocate 

that mental health was the biggest worry in my treatment. I'm blessed next week I get 

to go to Johns Hopkins and share the stage with Dr. Levis and speak to all their clinical 
trial teams and leaders. And they want me to be honest and share what was my void. I 

said, “Listen, you guys saved my life. You were the best, and I'm alive because of all 

of you. But the mental health aspect was a void, and I'm still paying for it.” So it is 

okay to ask for help. Asking for help is a survival skill, and you are not alone.  

Jennifer Gillette:  Thank you so much, Loriana. Tina, can you tell our callers how they can ask a question 

to our team here?  

Operator:  Absolutely. To ask a question, press star one on your telephone keypad. And our first 

question is from Elizabeth. Please go ahead.  

Dan:  Hi, this is Dan speaking for Elizabeth. She's here. All this has been very helpful 

information so far. Thank you for making this available. Our problem is we go to 
Hershey Medical Center, and there's no GvHD specialist on staff. So it's very difficult, 

if not impossible, to get a referral to a clinical trial from that source. We've tried Johns 

Hopkins, we've tried NIH, and they're not accepting new patients for GvHD. So while 
the symptoms have not kind of stalled out, we still have plenty of symptoms; we don't 

seem to be getting anything more than monitoring at the oncologist, which is kind of 

frustrating. So I guess that's our question. We would like to do a clinical trial. It seems 

like we were a little bit apprehensive about going to the government clinical listing 
because we'd feel more comfortable if someone was recommending a trial based on 

knowing our situation rather than just, you know, finding something on the website. I 

guess that's my question. How would you advise to find a clinical trial relative to our 

situation when there doesn't seem to be any from the doctor?  

Dr. Stephanie Lee:  Wow. There's so many pieces to what you just said. And my sympathies; I treat chronic 

graft-versus-host disease, so I can't understand what you're going through. I think the 

first thing that you brought up is what do you do when there's no clinical trials at your 

institution? And so you're getting regular care and getting monitoring, but you think 
there might be something else out there. I will tell you that, just with my prime-GvHD 

hat on right now, there are some clinical trials, but they're not like completely new 

agents, so I don't think you're missing out at this very moment with something if you've 
tried a lot of other things. Our treatments are actually, you know… there's a lot of 

treatments available right now, so hopefully your doctor has talked to you about those 

and tried some of those.  

The second question. Though, is like, how can you, as the patient, if your doctor doesn't 

have their own trials, find out from what else is going on? And I can understand how 
clinical trials- I mean, it's very overwhelming to go onto that website and look at things, 

and you look at the inclusion/exclusion criteria, but it does have contact information 

about who to contact for more questions. And so if there's anything on there that looked 
like it was potentially applicable to your wife, you can contact that person and say, “I 

saw you on clinicaltrials.gov, here's my situation, is this something that I could  
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consider?” Unfortunately, in terms of traveling to other trials, you mentioned, you 

know, Hopkins and NIH and being able to get there. You know, they're very… and 

Loriana, if you want to add to this. It does depend a little bit upon where your center 
is, if they're really active in clinical trials, and some centers are not. And the ability to 

travel to other centers to get opinions and to enroll in trials is really dependent upon 

your particular situation. We don't have a great system set up now where you can have 
a trial in one place, and the patients can go there and get the trial. Still, it's very much 

like the trial has to be opened at your site. So that's kind of a big challenge nationally. 

I guess there are some ways you can; NBMT LINK has some information about clinical 

trials in general. Maybe your doctor can refer you to some other place if there's, as you 
said, Hershey right here in Pennsylvania. I don't know if you're close to some other 

centers where you could go where they might be able to be more involved or have 

clinical trials open. But I would encourage you not to give up. I'm sorry, did I miss 

something? Did you have anything else?  

Loriana Hernandez:  I was going to add in that I had to leave to get the care I needed for me. And it's no, I 

mean, community cancer centers are phenomenal. The doctors are working very hard, 

but they don't have the level of care to the extent that maybe an academic center. And 

that's why I had to go to Johns Hopkins because they have clinical, they have many 
layers, extra layers, extra eyes. They have the clinical trials. They have more specialist 

over generalist. And because of that, I had to make a decision to move my care. But it 

doesn't, in my opinion, Dr. Lee, feel free to correct me. You don't necessarily have to 
move your care, but it would not hurt, in my opinion. When people call me and say I 

have cancer, I always say, “Location, location, location.” Just for your options, because 

I'm a big advocate on second opinions. I've sent many people who may be in my 
community who get cancer to Emory; that is an academic center, which means they 

have the clinical trials, they have more specialists. And that doctor in that academic 

center can help the community cancer doctor, like help navigate your care. And Dr. 

Lee, I don't know if you want to add to that, but I think it's so important to get second 
opinions because then they'll have you on their radar, and you can meet with them face-

to-face unless they can do a virtual if you're in the same state, and have you on the 

radar for a clinical trial in cases.  

Elizabeth:  I did try and tag Johns Hopkins, and they said they weren't accepting no more chronic 
GvHD patients, and NIH told me the same thing. So that's why I was kind of felt like 

I was hitting a wall.  

Dr. Stephanie Lee:  Yeah. Well, it may be for care, but sometimes for second opinions. I will say that a lot 

of places are very busy with their own patients. So I know, for example, here in Seattle, 

it's very, very difficult to get a second opinion slot. I don't know when you contacted 
the NIH. They were kind of not seeing patients for a while, but I thought they had 

reopened. So you might want to recontact them. I don't know when you get that.  

Jennifer Gillette:  I'd also like to just add that BMT InfoNet has a provider guide, and you can look up 

different GvHD specialists, and that could be something that might be helpful, or Blood  
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Cancer United also has a team to help with navigating clinical trials as well. That might 

be something you might want to try.  

Elizabeth:  Okay.  

Dan:  Thank you.  

Jennifer Gillette:  All right, thank you. You're welcome. We'll take one more question, Tina.  

Operator:  All right, you do have a question from Greg. Please go ahead.  

Greg:  Hi. My transplant doctor at the Cleveland Clinic said they run clinical tests all the time. 

I'm talking about having one, but two years ago I had a stroke, and they are not sure 

what caused it. One of the potential causes was the med I was on, Revlimid, and having 
a stroke was no fun. Having the thrombectomy was less fun. Are there any conditions 

that exclude me from having the clinical test? I don't want to have another stroke.  

Dr. Stephanie Lee:  Well, I could take that. I'm not sure which test you're talking about. And this is not for 

a clinical trial, you mean, like the clinical test for whatever condition you have? Is that 

what you're asking about?  

Greg:  Yes, there are any clinical trials that he had a stroke, he can't do this clinical trial 

because there's a potential for a stroke or something like that.  

Dr. Stephanie Lee:  Got it. You're absolutely right. A lot of times, particularly if drugs like Revlimid and 

some other ones that can predispose people to have blood clots, they will exclude 

people who have had prior clots. Like I was saying, unfortunately, that is kind of for 
your safety because once you've had one clot, you're more likely to have another one. 

And so it's not uncommon if the drug that they're studying predisposes to clots, that 

they will not allow someone in the trial who's already had a clot. I think, you know, 
that's... We're trying to make our clinical trials inclusion/exclusion criteria less 

burdensome right now because there's a lot of stuff in there that really is holdover and 

not necessarily for the safety of the participant. And so that will improve, I think. But 
for right now, and particularly if you've already had a stroke, I'm not surprised that they 

won't, you would not be eligible for a trial where stroke is a risk.  

Greg:  Well, I also have a history of clots in my leg and pulmonary embolisms after the first 

bout of cancer. I had two bouts of cancer. They think the radiation or the cancer- blood 

cancer caused the first clots, but I'm thinking it's probably not a good idea to do certain 

trial tests or clinical trials.  

Dr. Stephanie Lee:  I think you're right. You unfortunately are predisposed, and I do hear this a lot when 

people are… they want to be in a trial, and then they're told they're not eligible. It feels 

like you're being rejected and you failed or some kind of thing. But it's not the case, 
really. It is because, you know, medicine is do no harm, and we don't want to put people 

at a higher risk of something. It's research. We can't tell you it's better. So we don't  
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want you to be at higher risk by participating in the trial. But I do hear that a lot. I hear 

the frustration, and people think that, you know, “Please just let me in. I'll take the 

risk.” But we really can't do that in a clinical trial.  

Jennifer Gillette:  Thank you so much, Greg, and thank you, Dr. Lee and Loriana, for being here, and of 
course, all of you. We sure hope today's discussion, you found it to be helpful and 

encouraging, and we encourage you to reach out to us if there is anything else we can 

do to support you as you are navigating this journey. Thank you for being a part of our 
community, and we look forward to hopefully meeting with you again. Everyone, have 

a great day. And thank you again, Dr. Lee and Loriana.  

Dr. Stephanie Lee:  Thank you.  

Operator:  Thank you again for joining us today. This does conclude today's meeting. You may 

now disconnect.  

  

 


