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MEETING
(8:00 a.m.)
MR. CONWAY: Well, good morning, and go ahead and grab a seat if you can. I'll go
ahead and start and call the meeting to order. This is our second public meeting of the FDA
Patient Engagement Advisory Committee, or PEAC, and it follows our inaugural 2-day
meeting in the fall of 2017.
My name is Paul Conway, and I have the distinct honor to serve the public, the FDA,
and my fellow Advisory Committee members as Chair of the Committee.
Under a different hat, I serve as the volunteer chair of policy and global affairs at the
American Association of Kidney Patients, the largest and oldest kidney patient organization
in the United States that does advocacy and education. My professional background is
rooted in federal affairs issue management and social media.
On a personal level, I'm among the fortunate because I've lived with kidney disease
now for over 38 years. My journey as a patient has included 13 years of chronic kidney
disease, nearly 3 years on dialysis at home on a device, and for the past 22 years as a kidney
transplant recipient through the gift of life by an anonymous young donor whose life was
ended far too early but whose decision to be an organ donor reflected an inner courage and
sense of selflessness that was heroic beyond his years.
At this point I'd like to note for the record that the non-voting members constitute a
quorum as required by 21 C.F.R. Part 14. I would also like to add that the Committee
members participating in today's meeting have received training in FDA device law and
regulation.
As our first PEAC meeting highlighted, many of the patients who have become fully
engaged in the federal policy process related to medical innovation, be it in clinical trial
design, safety, and risk tolerance deliberations or decisions related to the approval,
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regulation, and payment of new medical devices, drugs, and diagnostics, have done so in
order to put their own experiences as patients and healthcare consumers in service to the
advancement of the public good.
In a few moments you will hear from my fellow Patient Engagement Advisory
Committee members, and through their words and associations, you will understand that
they, too, are motivated by this shared ideal. Through our respective backgrounds and
experiences as patients and professionals, we seek to serve this larger purpose here today,
and we're quite grateful to the FDA, and especially the FDA public servants who serve
America, for creating this opportunity for us to give back to society and to work within the
process on behalf of current and future patients.
That said, and this is important, I'd like the audience here in the room, as well as
those who are listening and joining us today by webcast on a snowy day in Gaithersburg,
that neither this Committee nor this Chair presume to speak for all patients, just as
healthcare providers who participate in panels and on panels don't speak for all of the
healthcare providers.
At this point I'll read into the record the precise purpose of the PEAC, which is
available online via the FDA website.
The Committee provides advice to the Commissioner or designee on complex issues
relating to medical devices, the regulation of devices, and their use by patients. The
Committee may consider topics such as Agency guidance and policies, clinical trial or
registry design, patient preference study design, benefit-risk determinations, device
labeling, unmet clinical needs, available alternatives, patient-reported outcomes, and
device quality of life or health status issues and other patient-related topics. The
Committee will provide relevant skills and perspectives in order to improve communication
of benefits, risks, clinical outcomes, and increase integration of patient perspectives into
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the regulatory process for medical devices. It will perform its duties by discussing and
providing advice and recommendations in ways such as identifying new approaches,
promoting innovation, recognizing unforeseen risks or barriers, and identifying unintended
consequences that could result from FDA policy.
I always think it's fundamentally important to state into the record, for future
transcripts and use, what the exact purpose of this Committee is.
At this point in history, there's an intense and growing interest at every level of
government to include patients and patient insights in decisions that impact the lives of
those who suffer from illness and disease and whose futures depend upon medical research
and innovation, especially in devices. This interest is clear across the U.S. Congress and
across the executive branch and includes efforts to better engage patients in precision
medicine, patient-driven quality measures, patient-reported outcome data, and real-world
evidence.
For regulatory agencies that are charged with the delicate balance of protecting
public safety and shepherding the approval of medical innovations, like the FDA, a
well-established body of law and regulation determines the processes for gathering expert
insights and recommendations. This is to ensure that the public trust between citizens and
their government is maintained and that Agency professionals receive relevant information
without any undue influence or to the perceived advantage of any person or entity. This is
why the FDA decision to create the PEAC is noteworthy and why the work we are engaged
in is so fundamentally important.
The PEAC is an FDA Advisory Committee, which is the most formal and public
method by which the FDA obtains independent expert advice on scientific, technical, and
policy matters. In essence, the PEAC is one of the most direct ways that the public can
provide comments and key recommendations to the FDA. As PEAC members, our role today
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at this meeting is not that of an advocate or champion of any particular viewpoint,
organization, or industry. Rather, and by design, we are here today as PEAC members
because the FDA has honored its stated commitment to view patients as experts in the
patient experience and to substantively include patient expertise within FDA deliberations
to better inform their own understanding and decision making.
On behalf of the Committee, I would like to again thank the career civil servants of
the FDA for your public service, for your efforts to establish the PEAC, and for working
diligently to make certain the patient experience is both heard and respected within
appropriate confines of law and regulation. You have listened to the Committee over the
past year and have worked closely with us to make certain that the structure of the meeting
today, and our processes, are as inclusive of public opinion and insights as last year.
I would also like to thank the patients and other guests in the audience today for
attending and for investing your personal time and resources to be here at the meeting.
For those who are joining us online today, welcome. And although you are not here in the
room, this Committee is aware of your interest and commitment to this process.
For today's agenda, the Committee will discuss and make recommendations on
Connected and Empowered Patients: e-Platforms Potentially Expanding the Definition of
Scientific Evidence. The recommendations will address how FDA can leverage patientgenerated health data, such as social media, sensor data, and patient-driven registries, to
better engage patients and consumers as empowered partners in the work of protecting
public health and promoting responsible innovation.
Now I'd like to take a few minutes and ask our distinguished Committee members
and FDA staff seated here at the table to introduce themselves. Please state your name,
your area of expertise, your position, and your affiliation. I'd like to go ahead and start over
here on my right. Good morning. We're going to go ahead and start.
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DR. SEELMAN: Yeah, my name is Kate Seelman, and I hold a doctorate in science
technology and public policy. My interests are in technology for people with disabilities. I
formerly headed the National Institute on Disability and Rehabilitation Research, sat on the
first and only World Health Organization development for the world, the first world report
on disability in which I wrote the technology chapter with someone else. I myself have
been hard of hearing since I was a child, and now with old age, it hasn't improved. But I'm
delighted to be here, and I think that what FDA is doing is so very, very important.
So thank you. Thank you, Mr. Chairman.
MR. CONWAY: Thank you.
Philip.
DR. POSNER: Hi, I'm Phil Posner. I'm a retired health center academic with a Ph.D.
in medical sciences, and I also have multiple sclerosis and atrial fibrillation, which is classic,
so that's what my research was in neuroscience and in cardiac arrhythmias. I'm active with
PCORI, the National MS Society, iConquerMS, DIA, and also WMATA as their accessibility
advisory committee chair.
MR. CONWAY: Great, thank you very much.
Necie.
MS. EDWARDS: Good morning. My name is Necie Edwards, and I am the Executive
Director with Fibro Patient Education and Support. My expertise is in pain management as
well as fibromyalgia and ankylosing spondylitis. I was diagnosed with fibromyalgia 4½ years
ago, and I definitely understand the patient journey, so I'm glad to be here.
Thank you.
MR. CONWAY: Thank you.
Good morning, Elisabeth.
MS. GEORGE: Good morning, I'm Elisabeth George. I'm here as the Industry
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Representative on this panel. I hold the role of Head of Global Regulations and Standards at
Philips Healthcare, and I have basically two areas of expertise that I feel I bring to this
panel. One is, is that we actually are heavily involved, obviously, in the technologies that
hopefully will support all the needs of the patients, we listen to the patients regularly as an
input, and then secondly, as a patient care provider for my parents.
MR. CONWAY: Great, thank you.
Good morning, Bennet.
MR. DUNLAP: Good morning. Bennet Dunlap. I have a master's degree in health
communications. I also have four kids, two of whom live with Type 1 diabetes, and one of
them just last week celebrated his 15th year of living successfully with Type 1 diabetes, and
to do that requires a lot of devices to get data out about what their condition is at the
moment and what it's been over time and a host of other devices to get the appropriate
amount of insulin into them. So I live and breathe devices, and I'm very appreciative of
FDA's efforts to engage with patients through social media and other means to do that
better than they already are. So thanks so much.
MR. CONWAY: Great. Thanks, Bennet.
Deborah.
MS. CORNWALL: My name is Deborah Cornwall. I am a retired business consultant
focusing on leadership and governance. I am neither a scientist nor a doctor. My
perspective is that of the cancer patient. I have been associated for over 20 years as a
volunteer with the American Cancer Society, have chaired Relay for Life events for five
towns for 3 years, had a lot of interaction with cancer patients, and wrote a book on cancer
caregiving based on interviews with over 100 cancer caregivers, some of whom were
survivors, nationwide. And my perspective is that of making sure that the needs and issues
of cancer patients are understood. My focus is on patient advocacy.
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MR. CONWAY: Great, thank you.
Okay, Fred.
MR. DOWNS: Are we on?
MR. CONWAY: Yes.
MR. DOWNS: Good morning, I'm Fred Downs. I am an amputee and have chronic
lymphatic leukemia. I've been on an NIH trial for a particular targeted drug for 5 years now.
I was the National Director of the VA Prosthetic and Sensory Aids Service for 30 years. I am
now currently working as a prosthetic consultant for the Paralyzed Veterans of America.
MR. CONWAY: Great, thank you.
MS. LEONG: Good morning, my name is Amye Leong from Santa Barbara, California.
Delighted to be here. It was lovely to cross fires to get into rain and snow. My participation
is through the voice of experience. Having rheumatoid arthritis and other bone and joint
disorders for the past 30 years has afforded me many opportunities to interact with a
variety of different health professionals. That led to motivational speaking, and I became a
noted motivational speaker, have served for 15 years as the UN, United Nations,
spokesperson for the Bone and Joint Decade, where my job was to get disparate groups
with differing opinions to work together. What a task. And we all know what that's like
here in Washington.
In addition to that, I work at the international level with the outcome measures in
rheumatology clinical trials, where I was among the first patients in 2008 that were actually
invited to participate with researchers at an international level across many disciplines and
across many countries. I'm getting reverb and feedback. Is anybody else? Anyway, okay. I
also participate in the International Society of Quality of Life.
So as you can see, patient engagement in research, clinical research or local or
national research, is very much a part of what I do from a strategy standpoint. My
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background is in business administration. I'm a strategist, strategy planner, knowledge
translator, motivational speaker. In addition to that, I'm an ambassador for PCORI and with
personal experience at the national level. I've been involved with the Arthritis Foundation,
with the United States Bone and Joint directory with the NIH as an advisor not only to the
director of the NIH but to the NIAMS group, National Institute of Arthritis, Musculoskeletal,
and Skin Diseases.
So bone and joint disorders is an area where significant pain is involved, and when
we think about patient engagement, pain is a huge limiting factor; in fact, a significant, one
of the top significant factors that prevent patients from wanting to engage, not desiring to
engage, but from actually wanting to engage. So very interested in that and looking
forward to our conversations later on.
Thank you.
MR. CONWAY: Great. Thanks, Amye.
Cynthia.
MS. CHAUHAN: Good morning, I'm Cynthia Chauhan from Wichita, Kansas. I
apologize for my coughing. I have multiple comorbidities, about 30. The main ones are
heart failure with preserved ejection fraction and a history of two cancers. I focus most on
bringing the patient voice to the research table. Early in the research process, I believe that
patients have a right and a responsibility to be engaged from the beginning of research, not
simply as participants in research. I have been in eight clinical trials. I'm currently in line to
join three more. I believe that that is the future for all of us.
I am active with the Mayo Clinic breast cancer program in the breast SPORE,
Specialized Program of Research Excellence. I chair the advocacy committee there. I am on
the board of the Heart Failure Society of America. I'm an active member of the Kidney
Health Initiative and of ISOQOL. I believe the patient voice is extraordinarily important, and
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I work very hard to bring that out. And, again, I really apologize for my coughing.
MR. CONWAY: We understand.
Good morning, Suzanne.
MS. SCHRANDT: Good morning, I'm Suz Schrandt. The perspective I bring is as a
patient, but also several years now, professional experience in the patient engagement
world. My expertise is really patient engagement across the entire healthcare continuum,
whether that's research, drug and device development, healthcare delivery, value
assessment, and actually the very first patient engagement work I did was in clinical training
involving patients as instructors in pre- and postgraduate clinical training back in the '90s. I
serve as the Director of Patient Engagement for the Arthritis Foundation and previously as
the Deputy Director of Patient Engagement for PCORI.
My personal experience is a disease similar to Amye's; I have a type that affects
children. It's technically called polyarticular juvenile idiopathic arthritis, which doesn't
really roll off the tongue, so it's much easier to say I have a disease like RA. So my device
experiences, I've had multiple joint replacements. My first was bilateral knee replacements
at age 25, and I'll have several more to come.
And it's just a privilege to be on the Committee and bring that patient perspective
forward, so thank you.
MR. CONWAY: Great, thank you.
Good morning, Monica.
DR. PARKER: Good morning, my name is Monica Parker. My profession is that of
family physician and most recently geriatric physician. I am now actively engaged in the
education and recruitment of most common citizens or community citizens, but particularly
persons of color, and getting them involved and engaged in clinical research studies for
Alzheimer's and other related dementias at the Goizueta Alzheimer's Disease Research
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Center of Emory University.
On a national level, I've worked as an advocate with the Georgia Alzheimer's
Association and National Alzheimer's Association, developing educational tools and
mechanisms by which people can help improve their knowledge about Alzheimer's,
certainly for caregivers, but more importantly to make people aware of the opportunity and
the importance of participating in clinical research. This is medical device, which is a little
different from -- it's the same, but everything works to the good of people, but we can't get
the best treatments, we can't get the best devices unless all of the people who are a part of
this country are sitting at the table.
MR. CONWAY: Great, thank you.
DR. TARVER: Good morning, I'm Michelle Tarver. I'm the Director of Patient Science
and Engagement at the Center for Devices and Radiological Health at FDA.
MR. CONWAY: Great, thank you very much. Hopefully, folks have seen that sitting
at the table is expertise and a group of patients and professionals who have put their own
lives, their own life experience and expertise in service to the public good.
If you've not already done so, please go ahead and sign the attendance sheets that
are on the tables by the doors outside.
Now I'd like to introduce Ms. Letise Williams, the Designated Federal Officer or DFO
for the Patient Engagement Advisory Committee. She'll make some introductory remarks.
MS. WILLIAMS: Good morning. I will now read FDA's Conflict of Interest Disclosure
Statement. The Food and Drug Administration is convening today's meeting of the Patient
Engagement Advisory Committee under the authority of the Federal Advisory Committee
Act (FACA) of 1972. With the exception of the Industry Representative, all members of this
Committee serve as special Government employees.
Members and the Chair of this Committee were selected by the Commissioner of the
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Food and Drug Administration or their designee. They are knowledgeable in areas of clinical
research, primary care patient experience, healthcare needs of patient groups in the United
States, or are experienced in the work of patient and health professional organizations.
They have methodologies for eliciting patient preferences and strategies for communicating
benefits, risks, and clinical outcomes to patients and research subjects.
The purpose of today's meeting is to address how FDA can leverage patientgenerated health data, such as social media, sensor data, and patient-driven registries, to
better engage patients in the work of protecting public health and promoting responsible
innovation. This meeting provides the opportunity to bring patients, patient organizations,
FDA, industry, and other medical and scientific experts together for a broader discussion on
this important patient-related issue. The discussions are exclusive of any particular product
or class of products and will not seek advice on a regulatory decision or action. Therefore,
this meeting does not involve deliberation, decision, or action that is focused upon the
interest of specific parties or a discrete and identifiable class of products, and accordingly, it
has been categorized as a meeting involving a non-particular matter.
Elisabeth George is serving as the Industry Representative for postmarket studies,
including observational and registry-based studies, and is acting on behalf of all related
industry. She is employed by Philips Healthcare.
A copy of this statement will be available for review at the registration table during
this meeting and will be included as part of the official transcript.
The following special Government employees are appointed as temporary members
of the Patient Engagement Advisory Committee for the duration of this meeting on
November 15th, 2018:
Necie L. Edwards, a consultant to the Committee, who will serve as a Temporary
Non-Voting Member.
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Anna M. McCollister-Slipp, a consultant to the Medical Devices Advisory Committee,
who will serve as a Temporary Non-Voting Member.
These appointments were authorized by Dr. Jeffrey Shuren, Director, Center for
Devices and Radiological Health.
For the duration of the Patient Engagement Advisory Committee meeting on
November 15th, 2018, Dr. Philip Posner, a special Government employee, has been
appointed to serve as a Temporary Non-Voting Member. For the record, Dr. Posner serves
as a patient representative to the Peripheral and Central Nervous System Advisory
Committee (PCNS) in the Center for Drug Evaluation and Research.
This appointment was authorized by Dr. Rachel Sherman, Principal Deputy
Commissioner, on October 24th, 2018.
Thank you.
Before I turn this meeting back over to Mr. Conway, I'd like to make a few general
announcements.
Transcripts of today's meeting will be available from Free State Court Reporting,
Incorporated, 1378 Cape St. Claire Road, Annapolis, Maryland 21409. Telephone: (410)
974-0947.
Information on purchasing videos of today's meeting can be found on the table
outside the meeting room.
The press contact for today's meeting is Alison Hunt.
I would like to remind everyone that members of the public and the press are not
permitted in the Committee area, which is beyond the speaker's podium. I request that
reporters please wait to speak to FDA officials until after the Committee meeting has
concluded.
If you are presenting in the Open Public Hearing session today and have not
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previously provided any electronic copy of your slide presentation to FDA, please arrange to
do so with Mrs. AnnMarie Williams at the registration desk.
In order to help the transcriptionist identify who is speaking, please be sure to
identify yourself each and every time you speak.
For the record, FDA has received several written comments which are provided to
the panelists, and a copy is available at the registration table.
If anyone in the audience has questions or need assistance, please see an FDA staff
member. FDA staff members are wearing name tags. If anyone has any health or safety
concerns, please see one of the FDA representatives with the name tags and they will assist
you.
This morning when you signed in at the registration desk, you were asked to pull a
piece of paper out of a bowl. That paper identifies the table at which you will sit during the
1:00 p.m. roundtable discussions. The purpose of the table assignments is to help create a
balance of different perspectives, such as industry, academicians, and patients, at each of
the tables. If you wish to participate in the roundtable discussions, we ask that you sit at
your assigned table when you return from lunch, if not already sitting there. Participation
at the roundtable discussions are strictly voluntary. If you do not wish to participate, you
are free to sit in one of the chairs located in the back of the room during this portion of the
meeting. If you are not participating in the roundtable discussions, you will have an
opportunity to make a brief comment at the designated topics during the public portion of
the meeting.
Finally, please silence your cell phones and other electronic devices at this time.
Thank you very much.
I will now turn the meeting over to the Chair, Mr. Conway.
MR. CONWAY: Thanks, Letise.
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Before I ask the FDA to begin with opening remarks, I want to provide a brief
overview of how today's meeting will actually run. During the morning we will have
presentations from FDA, industry, and patient organizations followed by Open Committee
Discussions. Next, we will break for 15 minutes. We will reconvene with the Open Public
Hearing, which will include 10 minutes of audience polling. During the audience polling,
which is completely voluntary, you will be asked to complete a poll about where you receive
information on medical devices. You can use your mobile device or laptop to complete the
poll. The link to the poll will be projected on the screen, and the results will be displayed in
real time.
After the Open Public Hearing concludes, we will break for lunch at approximately
12:15 p.m. The public will have 45 minutes for lunch. When the public reconvenes for
lunch, I will reopen the meeting for open public discussions. During the open public
discussions, I will invite you, the audience, to participate in roundtable discussions during
which you can comment on the scenario that was provided to you when you signed in this
morning. Your participation in these discussions are also completely voluntary. FDA staff
will serve as moderators and note-takers during these discussions and will provide the table
members with the guiding principles for commenting. FDA staff will not be providing their
thoughts or comments regarding the scenario. Instead, they will be summarizing the
comments made by the public at the tables. Please note that the Committee members will
not be present during this portion of the open public discussion. The Committee members
will return 10 minutes before the scenario discussion concludes. FDA moderators will then
summarize the table discussions for the Committee.
After the Committee discussions, we will have a 15-minute open public comment
segment to give you, the public, an opportunity to comment on the roundtable discussions
or the scenario. Individuals who would like to comment on the roundtable discussions will
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be asked to line up at the microphone in the middle of the room and will be given 2 minutes
for comments. We will ask that you are respectful of your fellow attendees by adhering to
this time limit for comments, and we will enforce the 2-minute limit.
Once the open public discussion concludes, the Committee will have an opportunity
to discuss all the comments reported and presented. Afterwards, we will break for 15
minutes and return for a committee discussion of the FDA questions. Following our
discussion of these questions, I will give closing remarks.
At this point I'd like to go ahead and welcome Dr. Jeff Shuren, Director of CDRH, the
Center for Devices and Radiological Health, to the podium.
DR. SHUREN: Well, good morning. On behalf of the FDA, I would like to welcome
and thank the members of the Patient Engagement Advisory Committee, as well as the
members of the public here in the room today or participating remotely, for engaging and
participating in today's Advisory Committee meeting.
In the minutes that I have to speak, I'd like to bring you up to speed on what the FDA
has done in response to the feedback we received to the very first PEAC meeting from last
year, as well as to tee up today's discussion.
Patients are at the heart of what we do at the FDA. Improving the health and the
quality of life of patients is at the core of our mission and vision. Our vision, which we
issued in 2012, states the following: that patients in the U.S. have access to high-quality,
safe, and effective medical devices of public health importance first in the world. And that
first in the world is not about a competition between countries. We're not out to beat
Europe. It's simply a recognition that we want technology on the marketplace to be high
quality, safe, and effective to benefit patients, but patients do not get the full benefit if they
don't have timely access, and first in the world is simply a metric of timely patient access.
And our vision goes on to say that the U.S. is the world's leader in regulatory science,
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medical device innovation, and manufacturing and radiation-emitting product safety.
U.S. postmarket surveillance quickly identifies poorly performing devices, accurately
characterizes real-world performance, and facilitates device approval or clearance. Devices
are legally marketed in the U.S. and remain safe, effective, and of high quality, and
consumers, patients, their caregivers, and providers have access to understandable
science-based information about medical devices and use this information to make our
healthcare decisions. That, in its entirety, is our vision, is what guides us; it is our north
star.
The Patient Engagement Advisory Committee was established to help assure that the
needs and experiences of patients are included as part of the FDA's deliberations on
complex issues relating to the regulation of medical devices and their use by patients in
support of our mission vision.
Our very first meeting of the PEAC was held on October 11th and 12th, 2017, and it
focused on how to integrate patients into the clinical trial enterprise, not as participants but
in an advisory role. We heard during that meeting that patient input could help inform
critical aspects of the study design, such as the inclusion criteria, the follow-up period, and
the frequency and types of clinical assessments performed, as well as helping to ensure
study participants remain in the clinical trial. However, many attendees and the panel
members voiced concerns about the real and perceived barriers to engaging with patients
throughout the clinical trial process. Therefore, to further encourage and clarify the
importance of engaging with patients during the design and conduct of clinical trials, we
have been developing a plan to publish a draft guidance on patient engagement in clinical
trials in 2019.
We have posted a discussion guide on our current thinking about such engagement
on our website and have opened a docket to receive public comment. The contents of this
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discussion guide were informed by the PEAC members, by your deliberations during our
inaugural meeting. And we encourage all members of the public to review the discussion
document and provide comments on the material in the docket.
And during our meeting, audience and panel members repeatedly emphasized how
critically important it is to empower patients to serve in an advisory role. By ensuring they
fully understand the clinical trial process, we can amplify the patient voice during the
discussions on the design of a clinical study. And while there are many websites and videos
that describe clinical trials and the informed consent process, medical device trials are not
usually covered in the materials.
So to explore what aspects of existing educational materials on clinical trials were
useful, we asked the PEAC members to review existing educational modules. We requested
that they review these materials through the lens of the patient. And from the PEAC
members, from your feedback, we have identified many areas that could be augmented,
modified, or created to address educational gaps in existing online materials with respect to
medical devices, and we are currently working on addressing these areas.
To facilitate the integration of the patient perspective into our regulatory efforts, we
are standing up what we call our patient and caregiver connection, or P&CC, which is part of
CDRH's Patient Science and Engagement Program aimed at fostering engagement with
patients, caregivers, and patient advocates throughout the development, evaluation, and
surveillance of medical devices. The P&CC is a program designed to provide CDRH staff with
a formal process by which they can engage with patients and their caregivers to obtain
input on specific disease states and medical devices used in the diagnosis, treatment, or
management of their conditions.
So, for example, it's a network of patient and caregiver organizations that will send
surveys FDA develops to patients and their organizations with the relevant experience to
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better understand their journey with a specific disease or condition or with a given medical
device. This de-identified information would be another mechanism to elicit patient
expertise to help inform the evaluation of medical devices. We can also, and will, use this
network to connect with patients either informally or through formal meetings or other
forums to help address important questions and issues. And today we just, if you will,
welcomed our very first participating organization into that network.
This year we also hired a director of the Patient Science and Engagement Program, a
PEAC manager, and a patient engagement manager to help facilitate the development of
methods and approaches to better capture the patient perspective in medical device
evaluation.
And then that brings us to today, which is about patient-generated data, kind of
what we call real-world data, data that's generated as a part of routine healthcare or in the
home, at work, or at play. And at CDRH we have tried to lead the charge to integrate
real-world evidence into our regulatory decision making, such as with the issuance of a
real-world evidence guidance in August 2017. But our work started years before, and it
stems from our vision. As I mentioned, our 2012 vision states U.S. postmarket surveillance
quickly identifies poorly performing devices, accurately characterizes real-world
performance, and facilitates device approval or clearance.
To achieve this part of our vision, in 2012 we issued a strategy, and this was in
response to limitations that exist in clinical evidence generation, particularly on the
postmarket side but also premarket, and it is not unique to the U.S. So, for example, on the
postmarket side, to identify if there's a potential problem, we often rely on passive
surveillance. It's adverse event reporting where typically a clinician identifies a problem
may have occurred, it's likely associated with a device, and they take the time to report it to
the FDA or the manufacturer. So as you can imagine, many events are not reported, and by
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the time a signal is generated, many more patients may be exposed to that device than may
otherwise need to be.
And then when there is a signal, we may not know if it's a real signal or not. We may
have to do a deeper dive, do a study, and we all know that in the postmarket setting,
patients lack an incentive to enroll in those clinical trials, and so those trials may not be
completed or they may be delayed in completion. And a few years ago we revamped our
program so that we were better tailored when we ask for postmarket studies to provide
greater assurances that we will get that data, but that's a limitation.
And on the premarket side, clinical trials are not only becoming increasingly more
expensive, but they don't give us the true benefit-risk profile of a device. You really need to
assess it in real-world practice to see the full range of patients and clinicians who will use
that technology and to have the larger datasets to understand if there are differences
amongst different demographic groups. If we're looking for sex-specific or race/ethnicityspecific or age-specific differences, we need to look at that in larger datasets and often to
do that postmarket. At the same time, we know that data is collected as a part of routine
clinical care all the time as real-world data, but often it is of poor quality, incomplete, or
inconsistent.
So the strategy we issued in 2012 laid out the limitations that exist not only in our
system but in many other countries, and the strategy that we proposed to address it was to
establish a national system that today we call the National Evaluation System for health
Technology, or NEST. NEST is a little bit unique because it's not an FDA system. It is of, by,
and for the medical device ecosystem. And this is about driving down the time and cost and
increasing the value of use of real-world data.
Already we have established an independent coordinating center under the auspices
of the Medical Device Innovation Consortium, a public-private partnership. The executive
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director, Dr. Rachael Fleurence, came from PCORnet. We have established a governing
committee with representation from all the key stakeholder groups. Those are the folks
who run it. And so there's representation from the patient community, from the healthcare
professional community, from healthcare systems, from payers, from industry, and from
government. And already NEST has established relationships with 12 data partners, now
access to over 495 million patient records, 195 hospitals, almost 4,000 outpatient clinics,
and we are on track to be ready to launch by the end of calendar year 2019.
As we start to now look where we go forward, we in April of this year put out a
medical device safety action plan to build on our many years of effort on trying to improve
device safety. And in Washington, D.C., since 2011, the buzzword has been innovation, but
that doesn't mean we don't focus a lot of our attention on safety. In fact, they are
complementary approaches. If you can drive innovation to make safer, more effective
devices, that's patient safety. If you have innovation for devices that address unmet
medical needs, it's patient safety because we all know patients, like all of us, are harmed by
our diseases. If we can minimize or avoid that harm, that's a patient safety issue.
And so we put out that plan to describe all the work we have been doing for the past
several years, as well as projects we have under way and to propose some other actions,
and sought public comment. One of the areas that we talked about, and we believe we are
poised to move forward on, is active surveillance here in the U.S. where we take large
datasets, electronic datasets, and apply analytical software to more quickly look for safety
issues, and that would now be a piece of NEST. And then the stage after that is to explore
the use of patient-generated health data.
So this past summer, the NEST Coordinating Center issued a call for test cases, an
opportunity to submit targeted concepts that leverage patient-generated health data. This
call for test cases reflects the increasing awareness that much of this real-world data is
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increasingly being collected by patients. Patients are spearheading the creation of novel
registry platforms that collect health data to track their progress, help others, and facilitate
medical product evaluations.
Patient-generated health data is defined by the National Coordinator for Health
Information Technology as health-related data created, recorded, or gathered by or from
patients or family members or other caregivers to help address a health concern, and this
data can be derived from a variety of sources, including social media, sensors, and patientdriven registries. These technologies are poised to complement existing public health
approaches to monitoring the safety of medical devices. However, there are potential
challenges to incorporating this data in postmarket regulatory activities. And many devices
today gather physiological and other information about the patients that use them, and we
issued guidance to advance patients having access to their data because we believe patients
can and should have access to their data, period.
The rapid advancement in smartphone and other mobile technologies is allowing for
platforms to facilitate patients to take ownership of their health information, to generate
their own information, and allow the use of that information for medical advancements.
Unfortunately, many medical devices and information systems are proprietary and do not
communicate with one another, meaning that data that could inform medical device safety
may not be available to patients, providers, or regulatory agencies. And many companies
have risen to the challenge to openly share their data about their products, and it's
designed to generate evidence and provide that without interference or charge.
The patient safety movement, as it is called, is rapidly gaining momentum. It's a
pledge companies can make that anyone, that includes medical technology companies and
healthcare providers, wanting to improve patient safety would be allowed to access the
de-identified data for which their products are purchased without interference or charge in
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

30

accordance with applicable privacy laws. This step could unlock the full potential of data
being captured on a variety of platforms and revolutionize medical device surveillance. We
encourage all health technology makers to take and make good on that pledge.
Today you will hear an overview of our postmarket regulatory efforts, learn about
these various forms of patient-generated health data, as well as the opportunities and
challenges with integrating this information in device postmarket efforts.
At the end of the day, we know that the best way to help patients is assuring that
they have timely access to technologies that are high quality, safe, and effective. Although
our focus today is on postmarket device safety, FDA's work goes beyond keeping unsafe
devices off the market and alerting the public about new safety concerns. Our work is also
about driving innovation to have safer and more effective medical devices and improve
access to those devices for all patients.
I want to end by thanking you again for joining us today to our PEAC meeting. I'm
looking forward to hearing the discussion and comments that come out of the Advisory
Committee meeting, as well as continuing to partner with you, patients and advocates, to
advance FDA's mission and to achieve our vision.
Thank you.
MR. CONWAY: Great. Thank you, Dr. Shuren.
Before our next speaker, I'd like to just make one note for those who are here, and
that is that the public is here as public observers for this meeting, and while this meeting is
open for public observation, public attendees may not, except at the specific request of the
Committee Chair, make comment. So just FYI.
Our next speaker, we'll hear a presentation covering applications of postmarket
regulatory tools supporting the use of patient-generated health data. Our next speaker is
Dr. Thomas Gross.
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DR. GROSS: Good morning. It's a pleasure being here, and over the next few
minutes, I'd like to walk you through some of the important postmarket regulatory tools
that we use to support use of patient-generated health data.
So what are some of these tools? Let's begin with passive and enhanced
surveillance. These are ongoing systems for reporting of device-related adverse events and
product problems, so-called medical device reports or MDRs. Now, passive surveillance
amounts to FDA receiving spontaneous or unsolicited reports through our national medical
device reporting system. And enhanced surveillance amounts to FDA receiving targeted or
rich reports from our national network of hospitals, called the Medical Product Safety
Network, which I'll say more about in a minute.
Another tool are mandated postmarket studies. These represent formal
protocol-driven assessments of remaining questions about a device's safety and/or
effectiveness. Here we have two authorities to mandate studies: our condition of approval
authority to mandate post-approval studies and our Section 522 postmarket surveillance
study authority.
Our third tool has to do with compliance oversight. These are various means to
assure compliance with FDA laws and regulatory requirements. And here I'll focus on two
tools, one being allegations and complaints, and two being recalls.
And, lastly, I'll talk about signal management. These are processes we have to
further evaluate and communicate potential safety signals using data that are generated
from these other toolsets, such as surveillance data and mandated studies.
Now, we have a variety of sources for MDR reporting to the FDA, including
manufacturers, user facilities, and these are primarily reports from hospitals, but we also
receive reports from nursing homes, ambulatory surgical facilities, and outpatient
diagnostic and treatment facilities. We also receive voluntary reports, and again, we
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receive reports through our hospital network, the Medical Product Safety Network.
Now, I should say that patients are a key component in initiating the reporting
process. It may be that patients submit complaints to manufacturers, who subsequently
submit MDRs to the FDA. It could be that patients talk to their providers and healthcare
facilities, and those providers or the healthcare facilities, in turn, submit MDRs to the FDA.
Obviously, we can get voluntary reports through patients and consumers and healthcare
providers through our MedWatch system. Those reports can be mailed in, faxed in, or
produced online. And, lastly, we have our nationwide hospital network of 300 hospitals
that are joined in a partnership with FDA to understand medical device safety in a hospital
environment.
Now, manufacturers are mandated to report device-related deaths, serious injuries,
or malfunctions. They account for the lion's share of reports that we receive, 98%. User
facilities are mandated to report device-related deaths and serious injuries. Voluntary
reporters, of course, are encouraged to submit any and all reports they have concerns
about. And our MedSun network has a mandatory reporting requirement for deaths and
serious injuries, and they can also submit voluntary reports such as near misses related to
use errors and human factors issues.
Again, they represent enhanced surveillance because we work with this network of
hospitals to target devices of interest, to enrich reports; we go back and forth with this
network to enrich reports that we receive. They are also an important source of other
interactions that we have with them. We can do site visits to understand device
performance in these hospitals. We can also issue surveys to understand device issues
we're particularly concerned about. And there's also a venue for patient interactions where
we can visit these sites, talk to patients to understand their perspectives with regard to
particular devices. We can also invite patients from these sites to FDA for a variety of
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patient engagement activities.
Now, this is a graphic that demonstrates the increasing number of medical device
reports over the past decade or so, about a 20 to 25% increase per annum. We plateaued
recently in the past few years; 2017 we account for about a little more than 1.3 million
reports.
Now, what are the values and limitations of MDRs? The values being they provide a
qualitative profile of adverse events and product problems and insight into real-world
experience, they help us monitor device performance both from a short- and long-term
perspective, and they're very important in signal detection.
What are the limitations? There's underreporting. These reports represent so-called
numerator data. The system does not capture denominator data or exposure data;
therefore, we can't generate rates of reports. Reports are often insufficient, inadequate in
terms of information provided. That information may be difficult to obtain. Many times,
devices are not returned to manufacturers for further evaluation, and the information is not
verified. And for those reasons, oftentimes it's difficult to establish causality.
Now let's turn to the other tool, mandated postmarket studies. We can levy
post-approval studies for Class III devices, these are highest risk devices, as a condition of
approval. These studies may be nonclinical as well as clinical. For those clinical studies,
they amount to, generally speaking, a long-term follow-up of the premarket cohort or
addressing remaining benefit-risk issues that are best addressed in the postmarket period.
The other authority we have is the Section 522 authority where we can levy
mandated studies on Class II moderate risk devices or Class III devices. Generally, these are
issued for cause, i.e., there's a safety issue that's identified in the postmarket period. But
they could be also issued at the time of clearance or approval. And for pediatric devices,
they would be issued as a condition of clearance or approval.
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These studies, as well, could be nonclinical or clinical. If they are clinical, they have
to meet one of four criteria:
- The failure of the device could result in serious adverse health consequences, or
they could have expected significant use in a pediatric population.
- The device may be implanted for more than 1 year, or the device may be life
sustaining or life supporting used outside of a user facility.
Those are the differences between those two authorities. And now what are the
similarities? They're all protocol-driven studies with an analysis plan. These studies can
take various designs and can be newly created; registry-based studies, for instance. They
can be follow-up of existing premarket cohorts. They can involve active surveillance. These
studies require IRB approval and have FDA oversight from the time of design to the time of
completion.
Currently, we have about 300 active post-approval studies and about 35 active
Section 522 studies. Some of these involve patient-generated health data, example being
pacemaker leads and remote monitoring. And there are lots of other studies that involve
patient-reported outcomes across the device spectrum.
Now, we believe in public transparency for these studies. We have similar websites
for the post-approval studies and Section 522 studies. These websites note the protocol
basics for each of these studies: the study designs, the study populations, endpoints of
interest, duration of the studies, and the like. They also note the study status, whether it's
progressing adequately or not. Reporting schedules are posted and whether reporting is on
time or overdue.
Now, again, just as with MDRs, there's value and limitations to mandated studies.
The value of studies is they can address important benefit-risk issues when data are not
available elsewhere. It could lead to regulatory actions, such as support for breakthrough
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devices where postmarket data collection may be of critical importance. Oftentimes they
lead to labeling changes and sometimes to safety communications. And these efforts are
increasingly aligned with national activities. Dr. Shuren referred to NEST. And more and
more we're embedding these studies into national existing infrastructures such as registrybased studies.
So what are some of the limitations? These can be resource intensive to develop
and approve study protocols. The study results may take time. There can be challenges to
enrollment, challenges to assuring follow-up. And, of course, for longer-term studies,
device modifications may occur while these studies are being conducted, which speaks to
the real importance of timely conduct and reporting on these studies.
Now let's turn to compliance oversight and mention complaints and allegations.
Over the last few years we received about 1,250 of these complaints and allegations per
year. They are notifications of potential violations of FDA laws and regulations or potential
risks to patients. They can come from a variety of sources, such as other government
agencies, the industry, and importantly, from patients and caregivers. There are many
different types of violations, such as misleading advertising and promoting, quality system
problems, illegal marketing, health fraud, and safety issues which could ultimately be
reported as MDRs.
Now let's talk about recalls. Again, over the past few years we received about 1,150
recalls per year. All of these have been voluntary. And recalls amount to either removal of
the product from the marketplace or a correction of the violative product, and that
correction may involve repair, modification, relabeling, destruction, or importantly,
continued patient monitoring. It involves FDA assessment of the scope of the violation, the
hazard presented by that violation. We review the recall strategy that is to be undertaken,
whether it's at the consumer level, retail, or wholesale level. We review the notification
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being sent out to the stakeholder community, and we also classify these recalls, Class I
being the most serious recalls.
Now, the last tool I'll talk about is signal management. It's a set of activities to
determine whether a safety signal represents a risk to the public. Potential safety signals
can come from a variety of sources, MDRs, complaints, peer-reviewed literature, and
importantly, including patient case series and also mandated studies as well as the
premarket environment. It could also be an avenue for sharing that information in the total
product life cycle approach to our premarket colleagues to improve premarket review, and
it could also identify science research needs, both internally and externally.
Now, in 2016 we issued a guidance document on emerging signal notification, and
we wanted to be ahead of the curve in terms of notifying the public of potential safety
signals that may impact patient management or the benefit-risk profile of devices. And this
guidance document talks about factors we consider in issuing these notifications, such as
the population involved, the quality of the data or the strength of evidence. We also
mention that we report on these potential safety signals within 30 days of our identifying
these signals, and we give updates at least two times a year on these signals.
What are the potential outcomes? Oftentimes, and most of the time, they result in
public communications or outreach; oftentimes in labeling changes. We may also take a
variety of other actions, such as compliance actions, recalls, warning letters, and also a
variety of premarket actions as well. And since 2012 we've identified 170 safety signals.
And, lastly, a brief note about NEST. Dr. Shuren touched upon this in his
presentation. FDA is a member of the Governing Committee and works closely with the
Coordinating Center. As Dr. Shuren mentioned, it figures prominently in the medical device
safety action plan and will help us establish a robust medical device patient safety net in the
U.S. It will help address some of the limitations that I alluded to in my talk in terms of
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performing active surveillance, generating rates of events, as opposed to just numerator
data, and it could help us perform timely, efficient postmarket studies.
And, lastly, this is a summary slide of issues that I've touched upon throughout my
talk where, again, patients are a key component whether we talk about reporting, studies,
or other issues such as MedSun, recalls, and the literature.
So thank you very much.
MR. CONWAY: Great, thank you.
We'll now hear a presentation from the FDA concerning real-world evidence
guidance by Dr. Owen Faris.
DR. FARIS: Good morning, my name is Owen Faris, and I direct the Clinical Trials
Program within CDRH, and today I was asked to talk with you about how we, as an agency,
think about real-world evidence in terms of integrating that into our regulatory decisions.
So as Dr. Shuren already mentioned, our CDRH vision is that patients in the U.S. have
access to high-quality, safe, and effective medical devices of public health importance first
in the world, and what I'd like to talk with you today about is that if we do it right and if we
ask the right questions and ensure appropriate quality, real-world evidence can be an
important part of achieving that vision.
So a little bit of context for the real-world evidence guidance that Dr. Shuren
mentioned that we issued last year. So there's a considerable history over the past several
years in terms of how we got here. In 2016 and 2017 we identified three strategic
priorities, one of which was to increase the access and use of real-world evidence in our
regulatory decision making.
Around the same time we started developing, with external stakeholders, the
concept of the National Evaluation System for health Technology, as you've already heard a
little about that this morning, and you'll hear more in a talk by Rachel Rath in a few
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moments.
Again, during that same period of time, we were also discussing with industry about
users fees that would support many different activities within CDRH, one of which was to
develop and better implement the use of real-world evidence in our regulatory decisions.
And then to really culminate our thinking at the time, we developed a guidance that
will be the bulk of my discussion today in terms of how the Agency thinks about gathering
real-world evidence appropriately and integrating it into our regulatory decisions.
So, first, just a little bit of definitions and bookkeeping here. So let's talk about
real-world data and real-world evidence. Those terms can sometimes get a little bit
confused, but what we think about in real-world data is the raw data that are gathered
during the course of care and the integration of that data, the analysis of that data into
useable information that can be actionable as real-world evidence. So shown pictorially,
real-world data is the collection of the information, and after it has been appropriately
analyzed and collated, real-world evidence is what can be used to inform our decisions.
So just to highlight, you know, we often can get conflated a little bit some of the
issues between devices and drugs, and they really aren't the same in many ways, and here
are just a few of the ways that thinking about devices can be a little bit different and,
frankly, a little bit more challenging sometimes. So many of our devices are highly
dependent on clinician knowledge, experience, and skill, particularly those that are
implanted. Devices and techniques iteratively and rapidly improve, sometimes even during
the course of a clinical trial, so we have to adapt to that. And in many cases, as you can
imagine, what we might think of as the gold standard randomized controlled trial simply
isn't practical on the device side.
So to address that, we have to think about what are the opportunities that we can
leverage. So one is the fact that we have to think about how flexible can we be to obtain
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the right information that will address what we need, recognizing we might not get
everything that we want at the time.
And there are innovative approaches that we can apply. So some of those are
modeling approaches, things like adaptive designs in our clinical trials and real-world
evidence.
And, of course, none of that is possible without appropriate collaborations. So that
includes things like NEST, working with industry groups, and very importantly for today's
discussion, patient and clinician groups.
So there's already been a lot of policy development in the past few years in CDRH
that is intended to support innovation and clinical evidence gathering, and here are just a
few examples, including the real-world evidence guidances that are intended for that goal.
And, most recently, we released a draft guidance on the Breakthrough Devices Program,
which again is intended to bring important technologies to patients as quickly as possible.
So let's move to patient engagement, the focus of today's discussion. And we all
know that a lot of conversations like these are happening every day all over the place. But
there is often a disconnect between that conversation and what might be happening in a
regulatory decision meeting with a sponsor when the Agency is looking at information or
when a company is deciding how to develop and implement a medical device.
And so the goal of today's meeting and the goal of this effort, in general, is really to
break down that boundary and bring that feedback into the design of clinical trials, the
design of medical devices, the evaluation of those technologies, and really not to have that
be a one-way conversation but a two-way conversation where that information is also used
to appropriately inform clinical decisions by both patients and their caregivers.
So let's move to real-world evidence. And here's what you might think of as the
traditional regulatory pathway that we've all been comfortable with for a long period of
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time, where there may be preclinical development and testing of a medical device,
standalone clinical studies that evaluate that device, an application to FDA to support
bringing that device to market, and then potentially postmarket studies that would
continue to evaluate that device once it's on the market. And that's a very clean model, but
it does exclude a lot of information that is also happening out in the real world.
So when you look at all of the other information that could be used, if gathered
appropriately, we see claims data, pharmacy data, social media data, electronic health
records, sensors from patients, registries, patient experience information, laboratory tests,
and all of that information, if used appropriately, if interpreted appropriately, could be used
not just for hypothesis generation, which is an important element, but also to directly
inform clinical decision making and to directly inform the Agency in terms of how medical
devices should be approved and used going forward.
So we often can fall into the trap of thinking that real-world evidence is inherently
less -- something lesser than clinical trial data, and the truth is that there are both
advantages and disadvantages to both clinical trial data and real-world evidence. So let's
think about clinical trials first.
So they are important in evaluating device performance in a controlled setting, and
those benefits include you can control the study design and the protocol, you can control
for confounding, but there certainly are limitations with clinical trials as well. They tend to
be expensive and time consuming, they may be difficult in terms of collecting rare
outcomes, and there is often the question of how generalizable those results are to the
broader population and the broader use of that technology when it is out in the world
afterward.
Real-world evidence, on the other hand, has different strengths and weaknesses. So
it can be important in understanding device performance in the real-world environment to
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

41

inform benefits and risks. It can be helpful in collecting outcomes that aren't always
feasible to collect in traditional clinical trials, such as performance in diverse patient
populations and subgroups, longer-term outcomes, and providing larger datasets to assess
rare but important events. There are certainly opportunities to partner with patients in
new ways in terms of patient-reported outcomes, mobile medical apps, wearable devices,
and the user experience. And there really is the potential to reduce the time and cost to
answer important questions, again, if done right.
So here are just some examples of the kinds of uses in the regulatory environment
that real-world evidence can contribute to. So in many cases, and this is maybe some of the
lowest-lying fruit for using real-world evidence, we have seem examples where previously
we may have said we are approving a certain device and there is an expectation of a
standalone post-approval study to be conducted when that device is on the market. Now,
in many cases, we have real-world evidence infrastructure such as a registry that can gather
that information instead. It can gather it more quickly, it can gather it less expensively, and
it can provide more actionable information in a timely manner.
So, in many cases, we approve a device with a limited focused indication based on
the clinical data that we're provided at the time. But when a device is put onto the market,
in many cases physicians and patients learn more about the potential benefits of that
device in a broader context. Maybe it's in slightly different patients, maybe it's in a slightly
different use. And if we gather that information appropriately in a high-quality manner,
that information can be used to expand the label, expand the indication for an approved
device.
So if we have confidence that we will get actionable information in a real-world
setting, postmarket, we may be willing to accept more uncertainty with the goal of bringing
a technology to market more quickly, letting patients have access to that technology more
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quickly, again recognizing that if there is information that should reframe that decision, we
will be able to act on that and refine that decision.
There are instances where we might have previously expected a two-arm study with
a control that would represent standard of care. Again, if we're gathering standard of care,
what's happening in the world in a high-quality manner, we might be able to cut that
clinical trial in half and gather that control information from a real-world evidence data
source.
There is the potential to embed clinical trials for modifications to devices that
represent potential improvements in those devices into the infrastructure of a real-world
evidence-gathering system.
And, finally, there is the real potential -- we've talked a lot this morning already
about safety. If we are gathering real-world evidence in a high-quality manner, there is
potential to gather information that leads to actionable decisions to improve technologies
and better inform patients and the clinical community about potential adverse events.
There are also some non-regulatory uses for real-world evidence. I'll go through
these a little bit more quickly. So informing the community on optimal care, identifying
needs and gaps, market analysis to determine whether a technology has a potential market,
and assessing quality of care.
But it all depends on gathering information in a high-quality manner. And, again, we
know that these data have strengths and limitations depending on how they're gathered,
and really, the concept that we outline in our guidance is the concept of fit for purpose. So
we know we won't always get everything we want; we want to make sure we get what we
need. So data should be assessed for these sorts of factors: completeness, consistency,
accuracy, and whether it contains the critical elements that we need to evaluate the
medical device and its claims. This all depends on the benefits and the risks of that device
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in the setting, the kinds of alternatives that are available to that patient population, and
many other factors. And the two concepts that we highlight in the guidance are the
concepts of relevance and reliability.
So, just real quickly, relevance is the data adequately addressed the applicable
regulatory question or requirement. So here are just some of the factors we would
consider in that assessment:
- Are the appropriate variables collected?
- Are the endpoint definitions consistent and meaningful?
- Is the assessment schedule capturing endpoints of interest?
- Is the population appropriate and representative?
- Is the study protocol or the analysis plan appropriate for the question at hand?
Reliability, we're thinking of how the data are gathered. So reliability includes the
factors related to overall data quality, including how the data are gathered and accrued into
a dataset and, importantly, are there quality control measures in place to ensure that the
quality is preserved as it transitions all the way from the patient into a dataset that's used
for regulatory purposes?
So here's my last slide, and again, you're already heard mention of NEST quite a bit.
You're going to hear this in more detail in a couple of talks from now by Rachel Rath. But,
really, the concept that this is a community, this is an ecosystem, FDA is one of the players
in here. You'll also see patient groups as a major player in this ecosystem. And this is how
we will make this a success through future collaboration.
Thank you very much.
MR. CONWAY: Great, thank you.
We'll now hear a presentation from the Global Healthy Living Foundation on patientdriven registries.
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DR. VENKATACHALAM: Thank you for having me here today for this very important
conversation. Good morning, my name is Shilpa Venkatachalam. I'm the Associate Director
of the Global Healthy Living Foundation.
I wanted to start by taking a minute to put my talk into context. So in addition to
being a researcher, I am a patient myself. I have rheumatoid arthritis. I was diagnosed
recently, and despite all the evidence-based research, working with some of the top
researchers, clinicians, rheumatologists across the country, the first thing I did and that I
continue to do through my disease journey is turn to people who have similar experiences,
searching for answers about medications, about side effects, about how to deal with
symptoms, about what treatment might work best for me.
The reason I'm sharing this with you today is because this kind of anecdotal sharing
of shared experiences between patients carries a lot of weight for patients. I want this
understood, that's not just from my own experience, but from the community of patients
that we work with at Global Healthy Living Foundation.
Today, I think, as researchers, our responsibility lies in finding pathways to translate
these kind of shared anecdotal experiences into rigorous systems, scientific systems,
measurement systems, and that is what I'm here to talk to you about today. This is the
importance of patient-generated data.
So what is real-world evidence, what is real-world data? Really, to put it very simply,
it is what the patient experience is throughout their disease journey, experiences around
what implant devices they might want, what kinds of decisions are important to them, how
to go about making those decisions, and what happens after you make those decisions.
Why is patient-generated data important in today's healthcare landscape? The value
of patient-generated data is a key element because it provides us a comprehensive picture
of the patient experience. How do we get this patient-generated data? From registries. It
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is one of the most organized ways to get patient-generated data. And I'll talk about -- a
little bit about ArthritisPower, which is our patient-led registry. So we are more known as
CreakyJoints; that is our online community of patients.
ArthritisPower is a patient-led, patient-generated data registry. The data registry
was built as a tool, not just for patients to contribute data, but also for patients to track
their disease, track their symptoms, input their medications, see how they were doing on
different medications.
One of the key elements about the registry is to provide patients with answers about
questions that they are seeking answers to, evidence-based research so that this kind of
information can ultimately help the patient to make important informed decisions.
Right up to maybe the past couple of years, research has not really understood and
answered questions that matter to patients. Questions that matter to patients and that we
hear from our community are things like what kind of implant device is going to work for
me given my characteristics? What is the treatment that is best suited for me given that,
say, I'm a 60-year-old woman with diabetes? How do I know when my disease is
progressing? These are the kinds of questions that a patient-led registry seeks to answer.
What measures do we use in order to understand how a disease is progressing? What
measures can be analyzed so that we can understand what is important to the patient and
so that we can better impact outcomes?
So this is just to give you a snapshot picture of our registry. It has several features,
some of which are tracking so the patient is able to track their disease condition. We
collect data, longitudinal data. Patients and researchers and clinicians are able to see how
symptoms change over a period of time. Patients are able to generate customized reports
that they can then share with their clinicians, with their rheumatologists, with their loved
ones, and communicate sometimes what might be an invisible disease. Patients are able to
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input their medications; they're able to track how they're doing on a new medication.
It's also a tool for research, to engage patients in research, and so we provide
information about research opportunities that patients can participate in.
And, finally, education, which is one of the most important things, is the app has a
feature where we're able to share education, the latest in research about musculoskeletal
and rheumatic conditions.
So most importantly, ArthritisPower is a registry. It was built so that we could link
and build partnerships. We've had several partnerships, we've done several research
projects with academia, with industry, and we're looking forward to an opportunity to work
more closely with the FDA.
The smartphone app, which is where the ArthritisPower app is loaded, is also loaded
with more than 80 different measures, including the NIH PROMIS measurement system.
The app is so built that, based on specifications of each research project, we're able to add
new measures. And so the idea, the commitment really behind ArthritisPower is not just to
grab data from patients. We don't want patients just to input data. We want to give back
to the community, and we want to give back to the community in such a way that patients
are able to use that information to make decisions that matter to them in their disease
journey.
So, having said that, we're directly -- and this is one of the few registries where we're
directly in touch with patients. There is no middleman. We communicate directly with
patients, patients communicate directly with us. We place a great importance -- this is not
just a registry where we collect data. We place great importance on community building,
on building a relationship with our patient community, and the reason we do this is because
this, in turn, fosters trust with our patient community. In general, patients have been a
little bit nervous about research, about participating in research. We want to build trust
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with patients, and the way we do this is by building a sense of community.
So there's several different ways in which we go about engaging our patient
community. I won't talk about all of them, but I'll just give you sort of a brief overview of
some of the things that we do. So we send monthly reminders to patients to complete their
patient-reported outcomes, to complete entering their medication information, and the
reason we do this is also to encourage them to complete that information.
We share a quarterly newsletter with patients. The reason for the quarterly
newsletter is to make them feel part of the community, to allow them to see what is
happening in research, how is research advancing because of patients.
We have an annual summary of participation, which I'll talk about a little bit later.
And we have webinars. The webinars are meant to bring the latest in research, in
musculoskeletal research and rheumatic research, to the patients in very simple language.
So, for example, we have about more than half of our population in our registry are
patients with osteoarthritis, and one of the topics that patients were interested in knowing
more about was joint replacement. So we had the great honor of inviting Dr. Terrie Reed to
do a webinar on the UDI system, which we support very strongly. A lot of patients were
very interested in this topic. A lot of our patients have had joint replacement or are
considering having joint replacement due to a range of different musculoskeletal conditions
they're dealing with.
This now is a snapshot of and a summary that we send to our patients, and again,
this is to build that sense of community, to give patients the knowledge that they're part of
a community. By contributing data, by donating data, they are part of something bigger,
advancing research.
So, having said that, there are several different limitations as regards patientgenerated data which we're aware of, and like any population, there are limitations with
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patient-generated data as well. So, for example, we might need to confirm diagnosis.
Patients report their own diagnosis. Currently, we do that through a process of
triangulation where we ask patients to disclose the name of their rheumatologists, when
they were diagnosed, and medications that they're currently on.
Real-world data often involves unmeasured confounders which we cannot control
for.
Physical barriers to technology. Not everyone has a smartphone; not everyone has
access to a computer. We're aware of that; we're addressing that.
And then there are privacy concerns. However, I will say that we have the highest
industry standards of confidentiality and privacy as far as our data storage and data
transmission is concerned. So we are aware of the privacy concerns, as always, and we let
patients know there is always a small risk of data breach.
So, in summary, then, there's a lot of opportunities for real-world evidence.
ArthritisPower is a community of patients first, a community of patients that's interested in
research.
This is an app for mobile capture of patient data. It's a real-world database of
patient-generated data. We interact directly with the patient. We place a great importance
on bidirectional information sharing. It's not just that patients donate their data. We give
back to the community, and we place great importance on that.
We have privacy preserving methods, so we have very strict procedures as far as our
IRB, for example, is concerned, especially in projects where we are linking with other data
sources, and we have been in projects where we've linked with other data sources like
healthcare plans, for example.
We provide information that patients and other stakeholders need and, therefore,
moving from anecdotal sharing of experiences to real-world evidence in a structured,
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scientific, and rigorous manner.
Thank you very much.
MR. CONWAY: Great, thank you. We will now hear a presentation from the Medical
Device Innovation Consortium's National Evaluation System for health Technology
Coordinating Center.
MS. RATH: Good morning. All right, thank you all for having me here today. My
name is Rachel Rath. I am the Deputy Director for the National Evaluation System for
health Technology Coordinating Center. You've heard it mentioned several times already
this morning, and so it's my pleasure to get to give you a bit more context into what NEST
is.
To kick that off, we've heard a lot about registries as a source of real-world data and
real-world evidence today, and to date, historically, registries have played an important
role, and they do play an important role in the regulatory space for medical devices.
They've been a source of real-world evidence for the FDA in making regulatory decisions,
including post-approval studies, continued access studies, for example, in 2017. There are
numerous examples of high-quality registries, so thinking about the TVT TAVR registry, the
American College of Cardiology registries, and the coordinated registry networks that do
link different data sources together, including electronic health records and claims data in
some cases. So there are great examples of registries out there providing real-world
evidence.
But there also are challenges to these registries. We've heard some of these already
today. So there are high costs to maintaining registries, challenges in operating these
registries as well. And, in addition, there are numerous devices out there, there are lots of
devices and more keep coming on the market, so we can't create a registry for every
different device out there.
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So that's where NEST starts to come into the picture. So the original idea for NEST
came about in about 2015, through a planning board that was convened by the FDA, and as
you see in the ecosystem picture here on the right of your screen, which I believe Dr. Faris
showed earlier in his presentation as well, FDA is at the table as part of the NEST ecosystem
along with clinicians and patient groups and health systems and payers and industry.
So in 2016 the FDA awarded the initial grant for NEST to the Medical Device
Innovation Consortium.
In 2017 a number of operational steps took place in forming NEST, so NEST's
executive director was hired, the Governing Committee was formed, and we developed the
first strategic and operational plan for NEST.
2018 has been an exciting year for us because we've started to put together the
pieces to actually advance the data network for NEST and be able to begin the feasibility
studies to conduct research using that network.
So NEST today has 12 network collaborators. These are the pieces that form our
data network. You'll see here the 12 network collaborators. These predominantly
represent health systems. You'll see that MDEpiNet is there, and MDEpiNet represents the
coordinated registry networks.
Although there are 12 network collaborators, the scale of the network is really much
larger than that. So, together, the 12 network collaborators represent about 195 hospitals,
nearly 4,000 outpatient clinics, and although this doesn't account for duplicate records, to
give you a sense of scale, about 500 million patient records.
Again, these are predominantly health system-based network collaborators.
However, the only source of data included is not just electronic health records. So you'll
see that the majority of these network collaborators, 11 of 12, have access to electronic
health records. However, there's also pharmacy data, public and private claims data,
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registries, and patient-generated data that is linked into this system as well.
You also heard mention of unique device identifiers so far this morning. Several of
the network collaborators have either integrated UDIs or have proven the capability to
integrate UDIs into their network collaborators.
Now that we have these 12 groups in place, back in December of 2017, so almost a
year ago now, we launched the first test cases, and we put out a call to solicit concepts
from the medical device manufacturers within the ecosystem to ask what questions they
wanted to use the network collaborators to answer. And these are our first set of test
cases, so they're intended to both test the feasibility of the network collaborators to
generate data of interest and answer these questions but also to help identify gaps within
the network and really support and advance the capabilities of the network itself.
So just last week we publicly announced the eight test cases that will be awarded in
round one. We're really excited by the fact that the concepts came in across different
disease areas with different technologies of interest. These are eight projects that will take
place over the course of the next 8 to 12 months. So you'll see these here.
I want to dive in and talk a little bit about one of them to give you an example, and
this is a test case looking at total knee arthroscopy, and this was a test case that came in to
actually bring the American Joint Replacement Registry in and connect the AJRR registry
data with private payer claims data. So while AJRR has access to public claims data, they
didn't have access to that real-world data from private claims. So through this test case,
they'll be testing the feasibility to connect AJRR to HealthCore and OptumLabs' private
claims data to get a look at those patient populations, looking at survivorship, mortality,
revision and reoperation, as well as readmission and emergency department visits.
So you heard Dr. Shuren, I believe, mention earlier this morning that we also posted
a call for test cases looking specifically at using patient-generated data over the summer.
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So in July we posted two new calls for test cases. We posted one that was again a broad
solicitation. We also posted a targeted call for test cases, and this was looking specifically
for projects that would use patient-generated health data. We posted that call in July. We
are currently in what we call the feasibility and matching process of taking those concepts
and matching them to network collaborators to conduct those projects.
And these test cases, we cast the net wider. So we were looking not just for medical
device manufacturers to give us concepts, but we wanted these from across different
stakeholders of the ecosystem, so looking for health systems to submit questions along with
health payers, academia, and nonprofits and patient communities to send us the concepts
that they wanted answered using the network collaborators. And we cast the net pretty
wide for patient-generated data, so we were looking for concepts using patient-reported
outcomes, sensor and device data, patient preference information.
Now, that's not to say -- we again mentioned earlier today some challenges and
opportunities for patient-generated data. There are barriers to getting patient
participation, there are some challenges with retention in the real-world environment, and
sometimes there are data quality concerns as well, but we do see patient-generated data as
a big opportunity for bringing that more into NEST through these test cases. The big piece
here is that it gives us a more holistic view, really, of the patient's true experience and
health over time.
So what we saw in response to this test case call was really a very high level of
engagement from across the ecosystem. We were thrilled with the results that came in. So
these concepts came in to us in mid-September, and they've been reviewed, and we're
working through that feasibility and matching process right now. There was a high level of
engagement from, as we were hoping, a range of stakeholder groups submitted concepts
using a range of different types of patient-generated data. And similar to round one, we
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saw a diversity in the projects come in, in terms of disease area, device types, and study
design.
And just as a final note, we are on schedule to meet the selection of these projects
and announce them in February. So we're very excited about this round of test cases and
look forward to announcing those in just a few months.
Thank you very much.
MR. CONWAY: Great, thank you.
We'll now hear a presentation from the FDA concerning digital health technology.
DR. CRUZ: Good morning, all. I am Marisa Cruz. I'm a senior medical advisor for the
Digital Health Unit at CDRH at FDA, and I'm going to be talking to you about emerging digital
health technologies and sensor-generated data for use in patient-generated data and
analysis.
So we've clearly recognized increasing digitization across the healthcare continuum.
We increasingly are seeing products that were traditionally used in hospital-based settings
moving to primary care clinics and then increasingly to the home, and in doing so, we're
leveraging computing power, sensors, connectivity, and software to generate a wide variety
of data that has a fair range of applications.
There's a number of products under the broad label of digital health technologies,
some of which we're intimately familiar with, others that are emerging. There on the left, a
depiction of telehealth, a mechanism of bringing primary healthcare to patients in remote
or rural settings but through a traditional doctor-patient conversation, sometimes live,
sometimes asynchronous.
On the right we have personalized medicine, medicine that's tailored to individual
patients. We're learning more about personalized genomics and personalized medicine in a
way that allows medications to be tailored to subsets of populations or even to individual
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patients.
And in the Center we have a wide range of sensor-based technologies. So ones that
we're familiar with that we're wearing, some of us are wearing on our wrists, some of us are
wearing are carrying on our smartphones, and then a wide range of other emerging
technologies that are starting to enter broader sectors or demographics.
So FDA has approached regulation of digital health technologies through a tailored
and risk-informed oversight paradigm. We have limited our oversight to digital health
products, clearly, that meet a definition of a medical device, and that definition of a medical
device has recently been tailored. But legislation through 21st Century Cures excluded
certain categories of products, like medical device data systems and general wellness
applications, from the definition of a medical device, so they're no longer regulated by FDA.
For those medical devices that remain, those digital health technologies that are
medical devices that remain under FDA's jurisdiction, we have really focused on those
digital health products that may pose a risk to patient safety if the product doesn't function
as intended. We have chosen to use enforcement discretion or not active regulation for
lower-risk mobile medical applications and certain decision support tools.
So a subset of digital health products are sensor-based digital health medical
devices, and we're going to focus a little bit more on this type of medical device because
these are the kind that are generating both passively and actively generated data that have
real potential, we feel, for use in better understanding how medical devices are used and
understanding how they're performing in real-world settings and for use in research. And
there are clearly a range of sensor-based digital health medical devices that are on the
market now. They range from algorithms that analyze data from continuous glucose
monitoring systems, to virtual reality products in providing rehabilitation services to
patients following injury or stroke. There are wearable sensors that track range of motion
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for orthopedic patients after surgery, sensors that track and analyze heart rhythms, and
even smart pills that track whether patients are taking their medications as prescribed.
So sensor data may be derived from a class of medical device or from
consumer-grade sensors that are being used for medical purposes, and those things might
be accelerometers or cameras that are available on standard smartphones.
And when people are thinking about whether a sensor is appropriate for use in a
regulatory setting or in a research setting, there's a number of factors that go into
determining appropriateness. They include the location of use, the intended duration of
use. They include device storage capacity and connectivity. If the device shuts off or the
battery dies, do you lose your data? Is it uploaded to the cloud? The frequency of updates,
how often does the operating system need to be updated, the sensor need to be updated,
the algorithm be refined? And when those changes happen, are data comparable before
and after that change?
And, finally, feedback to the device user: If you, as the user of a device, are receiving
input from the data that is being generated, do you then change your behavior, and does
that drive the kind of data that you're getting and your ability to interpret that data?
So I mentioned that there is a number of different data types generated by sensorbased digital health products. We have passively generated data, which is sort of
continuously collected, right? Those might be types of data like user engagement: How
often are you returning to a mobile medical application? How much time are you spending
on a page? You know, do you click through the series of pages that the designer of the
product intended? And then product performance: Are there bugs in the software? Does
the product crash? Those kinds of things, you can instrument medical devices to
continuously collect those types of data, and they are of use in figuring out whether this
device is really being effective and meeting the needs of users.
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

56

Actively generated data is, in some ways, more insightful, right, by the kind of data,
where I would say for you, as a user, how is this meeting your needs, right, user satisfaction
data and some of the harder-to-reach downstream health outcomes, right? And so if your
device tells you that you might have a risk of a certain disease state and instructs you to go
to your doctor and have a confirmatory test, did you do that? Were you diagnosed? What
was your health outcome? And, unfortunately, the infrastructure by which some medical
devices connect to electronic health systems or to other types of medical records is still
evolving and still fairly in a nascent stage.
So once we generate this data, we have to then turn our attention to whether the
data is appropriate for use in regulatory decision making in research settings. And so the
questions that we ask are about analytic validity of the data: Are the data reproducible?
Would I get the same result time after time? Are they accurate? Is the data right? And are
the data precise? Am I getting a specific answer versus a range of answers?
We also have to ask whether the data is clinically valid. So I might have a very
reproducible, accurate, and precise data point, but it doesn't really mean anything in a
clinical context. And so am I able to take the data that's generated from a medical device
and relate it to what we consider more of a gold standard measurement, something that's
accepted by the clinical and academic research community as a meaningful clinical
outcome?
So as we think about this from the perspective of regulators, we have looked at how
these kinds of digital health products have really changed the paradigm of what we've been
traditionally viewing as hardware-based medical devices, and that traditional paradigm
often involves a lengthier premarket development cycle from passive postmarket
surveillance and many of those things you've heard about already today. When we're
thinking about these medical devices that are increasingly being brought to the consumer,
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we think about a really rapid premarket development and frequent iterations of the
product, right, those algorithm refinements and updates that we've talked about earlier.
We also think about the capacity of the software to actively track and analyze data from all
users in more of a real-time setting.
And we think that's really a lot of potential, again, both as regulators and the patient
community, academics, to harness this digital health sensor data in positive ways. We feel
like we can develop some benchmarks and standards for emerging technologies. We can
generate clinical evidence to support public health interventions through the development
of patient-driven registries, provide insight to the real-world digital health product
performance once they're on the market and are being actively used, and then foster
continuous improvement. As device companies are getting real-time feedback on how
these products are being used and understood in the real world, it can incentivize them to
collect this data and to make meaningful use of it to continuously improve their products
over time.
Nevertheless, there are challenges, and those are challenges that we're actively
grappling with, both as an agency and in the larger community. There are questions about
patient privacy from digital health sensor data, so privacy being do patients get to control
how their data is being used?
Questions about security: Once I decide how my data is being used, is there a
mechanism to ensure that my patient privacy is protected? Can data be accessed or
manipulated by third parties without my consent?
There's interoperability issues: Can data from one device be understood by another
such that you might be able to pool data for more meaningful analysis?
Data integrity: Is the data being generated by a device reliable, accurate, and is any
data missing?
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Generalizability: So as was mentioned earlier in another presentation, we do
recognize that not everyone's walking around with sensors that are continuously collecting
data. And so are we skewing our data or biasing our data towards those set of patients who
are more technologically inclined or have a different socioeconomic demographic?
And then, finally, governance is a large question. Who owns the data generated
from digital health sensors? Who determines the best practices for gathering, analyzing,
and sharing that data?
So, with that, I'll leave you with the path forward. We are feeling that we can tackle
some of the problems that we just articulated, some of the challenges that we're
experiencing in getting to the positive utilization of this kind of sensor-generated health
data by working collaboratively to develop government standards with input from patients,
other governments, academia, and industry.
And we're developing, from the FDA perspective, some regulatory pilot programs to
really try to drive and incentivize adoption of best practices by digital health product
manufacturers.
Thank you for your time.
MR. CONWAY: Great, thank you.
We'll now hear a presentation from Johnson & Johnson on the industry's perspective
on digital health technologies.
DR. COPLAN: Good morning. My name is Paul Coplan, and I'm in medical device
epidemiology at Johnson & Johnson. And Dr. Cruz presented about digital health
technologies. I'll be presenting from the industry perspective of what's the promise of
digital health technologies in terms of studying devices and evaluating whether they work
and whether they're safe.
Firstly, a disclaimer: The opinions expressed are those as an individual employee of
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Johnson & Johnson and not those of Johnson & Johnson overall or the device industry
overall.
So I'll present some data on the value of data collected by digital health
technologies, looking at the value and the study designs enabled by digital health
technology, and then what studies Johnson & Johnson is looking at or conducting to assess
digital health technology for regulatory purposes.
So the promise of digital health technology is that we can collect the data we're
collecting currently faster and better. So patient-reported outcomes for questionnaires:
Instead of having people come in to a clinic visit to fill those out, they can fill them out on
the smartphone.
We heard about registries earlier. One of the issues if we're looking at registries
over the long term, so for example, if we're looking at 5-year or 10-year revision rates of a
knee or hip replacement, it's very difficult to follow patients for so long; they move, they
become disinterested, they don't want to come in for a clinic visit, they may not be well.
And so if they can fill out their information on a device, we can track them long term and
then get better outcomes in terms of understanding which devices work well for patients
over the long term.
We can also improve clinical trials by not making patients have to come in to a clinic
visit for every assessment. So if they can come in occasionally for a clinic visit but do most
of the follow-up on devices, it's less burden on the patients, and we can get better
follow-up over the long term and limit the geographic proximity to clinical trials, which is
often a burden in terms of the feasibility of doing clinical trials.
In addition, we can collect new types of data with digital health technology. For
example, we can collect joint range of motion and physical activity through wearable
sensors, and we heard about that earlier.
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We can collect patient-centered longitudinal electronic health record and laboratory
data. And we see a couple of apps that are approaching this; one is Hugo, and the other is
where we can aggregate patient data across different insurer types or plans and also across
tertiary care providers and primary care providers. So often, people will have one insurer
for 2 years; then they'll move to another insurer. We can track their data in that insurer,
but if they move to a new insurer, we can't track their data to look at long-term outcomes
of safety.
Likewise, if they come to a tertiary hospital for skilled surgery, but when the surgery
is done they go back to their primary care network, we can't track their long-term outcomes
to see how well that procedure worked.
So by having a patient-centered app where the patient imports their medical
information into the app and can be tracked longitudinally and then they consent to have
that information be used for research purposes, we can better track, long term, those
outcomes in that patient. It's also very valuable for the patient because, as all of us know,
as we move from one insurer to the other, we get a very fragmented medical record, and
it's very difficult when we go to a new doctor to present all of our medical history with all of
the data so the patient then acquires that longitudinal integrated medical history.
Another promise is the linkage of different data streams, and I think Dr. Cruz talked
about this earlier. So if we have electronic medical records and we have labs and then we
have patient-reported outcomes and we have wearable sensor data, how do we integrate
all of that into a coherent platform for doing research studies to really evaluate whether
devices are working well and they're safe and the digital health technologies provide a
potential platform for that.
The other component is when we look at proactive postmarketing surveillance, using
electronic health records or claims databases, it generally takes about 6 months or
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sometimes 9 months for that data to be available for research. The claims have to be
adjudicated, they have to be compiled, and then we de-identify it, and then we can get it
for surveillance. Through the digital devices, we can be collecting that information much
quicker and getting the information to understand safety signals and detect safety signals
much faster.
And then many of the devices have generated data. Mr. Dunlap talked about how
for Type 1 diabetes often devices will be generating a lot of data. Many other devices
generate a lot of data. If we can integrate that with the patient-generated data, how the
patients are feeling and how they're responding, that can be a powerful source of
information.
So this enables a number of different study designs that overcome some of the
feasibility issues that Dr. Faris talked about earlier. So, firstly, long-term follow-up of
patients through registries or long-term clinical studies.
Secondly, measuring patient function as a primary endpoint for studies: Often,
devices are designed to improve function, for example, a hip replacement or a knee
replacement designed to help patients walk better and function better. So we can more
directly measure how well they walk and how much their physical activity is affected.
Currently, we rely on patient recall as a secondary measure as patient-reported outcomes,
but we could get a much more direct measure of that using wearables or phone sensors.
Obviously, we have to validate that in terms of accuracy, but the promise is there. That
would then facilitate studies like pragmatic randomized trials within electronic medical
record systems where we identify patients within electronic medical records, eligible for the
devices, randomized into one device or the other, and then follow them over time through
different digital health technology.
Then we could do modifications on that through hybrid studies that combine a
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retrospective database comparative effectiveness study where we match patients by
propensity scores to make sure that the patients who get the device are similar to the
patients who got the other device. And then we do that in an electronic health record
environment and then add on a digital health technology to collect information that's not in
an electronic health record, such as PROs, pain, and function. And this provides a very
perhaps interesting way to evaluate both safety and effectiveness of devices. And, lastly,
proactive postmarketing surveillance because of the speed with which we can get more
safety information.
The purpose of this slide is just to point out that patient function is an important
component for how patients value the benefits of treatment. This is looking at migraine
treatment, and this is a conjoint analysis, which is a type of study that's done to evaluate
how much patients value different treatments and different outcomes of treatment. And
what this shows is that the extent of the decrease from left to right is how much the
patients value that particular benefit of a treatment or that risk of a treatment. So the far
right is heart attacks, and as heart attacks increase, people definitely don't like that. But
the second-most thing that they didn't like with migraines was the decrease in daily
function, the ability to perform daily activities, particularly as they went from moderate to
severe activities.
And so the promise of digital health technology is we can more directly collect that
function, which is something that this would suggest and other studies suggest is very
important to patients.
So some studies that Johnson & Johnson is doing to look at digital health technology
for regulatory purposes; well, first, the feasibility assessment: Does this work? Can we
engage patients? Can we link to the electronic health records to get that longitudinal
patient record? Can we follow up patients long term? And can patients complete
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patient-reported outcome questionnaires for completeness?
Secondly, looking at postmarketing registries, can we improve the long-term
follow-up and with patient retention?
And label extension studies using either comparative effectiveness studies or
pragmatic trials.
And, lastly, predictive analytics where some with a new predictive analytics
methodology, such as machine learning and artificial intelligence, can help us better
understand which devices fit well with which type of patient. And so we can use
patient-generated data to understand how patients are functioning and then do predictive
analytics to better understand matching patients to the best device for them, and that's
some work that we have ongoing.
I wanted to mention one NEST demonstration project. We heard quite a bit about
NEST. This is an early study, it's a demonstration project, and it's using a mobile health app
called Hugo for postmarketing surveillance. The devices we looked at are bariatric surgery
and catheters for atrial fibrillation ablation. And then the study was funded by the FDA
Center for Excellence in Regulatory Science and Innovation, or CERSI, and J&J funded the
Hugo digital health app component of the study.
So we looked at 60 patients from Yale and Mayo, and the study is led by Dr. Joe Ross
and Dr. Nilay Shah at Mayo, and amongst the 60 patients, we looked at can we get data
from the electronic medical records, the patient-reported outcomes, the pharmacy data,
and the wearable data such as Fitbits, arrhythmia, mobile arrhythmia measures, and weight
measures, and integrate that into one database? And this slide says 59 out of 60, but we
have completed enrollment in that study.
And some early data suggests that when we look at patient-reported outcome
measures, about 81% of the patient-reported outcome measures collected, sent out at the
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baseline, were collected; 85% at 8 weeks. And only 1.6% of the questionnaires were
incomplete. So fairly promising results. We'll be looking to see if we can increase that
through simplifying the questionnaires and better patient education.
Importantly, enrollment depends on the patient's comfort and familiarity with a
smartphone, and therefore, the patient sample was limited to those patients with a
smartphone or tablet.
Amongst those who did participate in the study, they reported liking using the app
and didn't report that it was a burden.
Another study that we are planning is a study that would look at the label extension
using Hugo, where the goal is to see whether we can take a device that's approved for one
joint, treating osteoarthritis in one joint, and extend it to another joint using a mobile app.
So we randomized patients to get the medical device or corticosteroid injection, and then
we do a pragmatic trial, which would be unblinded, embedded in a healthcare system
where we use the electronic health record database to identify and follow patients. And
then the outcomes would be patient-generated measures of pain, function, and joint range
of motion, as well as safety assessment from the electronic health record. And then the
duration would be 6 months of follow-up where we can get frequent measures of
patient-reported outcomes, such as pain and joint range of motion, where safety is
assessed over 30 days.
So I provide some examples of the type of studies that we're planning using digital
health technology. Thank you very much.
MR. CONWAY: Great, thank you.
We will now hear a presentation from the Savvy Cooperative on social media.
DR. HORONJEFF: Thank you very much for having me today. I'm Jen Horonjeff, and
leave it to a millennial to present on social media. I suppose if I was a true millennial, I
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would've just Facebook-lived into this or done Instagram stories. And if you don't know
what I mean by that, then let me tell you a little bit about social media and why that's
applicable to how we think about medicine.
So disclosures: I do run Savvy Cooperative. This is a patient co-op that works
directly with companies and researchers to help them get the patient perspective.
And so let's talk a little bit about social media and social media's use at this point
and who's using it. Right now we see, based on a Pew Research Center study that was done
recently in 2018, that a lot of people are actually using social media. Facebook -- I know it's
hard to see those, the legend at the bottom. Facebook is that blue line up at the top, and
that little blip in the top right corner there right above that, that's YouTube. So we see
these as being the predominantly used social media feeds. Also, using things like Instagram
and Twitter, LinkedIn, Pinterest. But we see that 69% of adults are using some form of
social media.
And they did find that it is fairly representative of the U.S. population who's using it;
however, there are certain groups that are using it more heavily. These are people ages 18
to 29, predominantly women, college educated, from urban communities, people who are
making above $75,000 a year, but the race and ethnicity is actually fairly distributed
between white, black, and Hispanic communities which were studied.
Social media has been used in a variety of ways. Some of the things that we've seen
at this point have been around patient support groups, helping people who are going
through certain conditions to be able to come together; through clinical trial recruitment, to
be able to get more people to be aware of and participate in clinical trials; and now we're
seeing it being used in things like research and product design, as well as postmarket
surveillance, which I know will be touched on in the presentation after myself.
I think it's important to stop and think about who is using social media, and not only
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that, but who's using it to share their health information. And, again, we see that about
69% of the U.S. is using social media. So Facebook users, that number is around 230 million
people are using it, but not all those people are using it to share their health data, so
naturally we need to kind of whittle it down. And we think about other platforms where
patients are explicitly sharing their information around their health conditions; we have
platforms like PatientsLikeMe, which has about 600,000 users. So, obviously, this is only a
subset of the population who's using this to share their health data.
And it's important to think about the bias of who's using this. It was mentioned
before that sometimes it might represent people who are already well connected, they're
using social media or other technologies, so we need to keep this in mind when we think
about the inclusion of those who are sharing their health data. Naturally, we see bias in
clinical trial data as well, so thinking about how do these compare to one another and are
we getting the full picture of those who are sharing their health data.
And now, through the wonders of things like Facebook and what's happening around
sharing data, people are becoming more aware of privacy concerns and, for whatever
reason, are also leaving social media. So I know that graph down there is very hard to read,
but this is showing that about 42% of people are taking sort of social media holidays, if you
will, are leaving, and others are changing their privacy settings, about 54% of them, just
because they're sort of getting hip to the fact that not all the data that were shared is being
held secure and that people know what's happening with it.
So talking about that a little bit, there are changing privacy policies, and I do think
we need to pause and think about is this good or bad, and I think it's both because,
obviously, we're here to talk about the fact that that data can be super valuable for either
researchers, the FDA and others, but at the same time, we need to protect the interests of
those who are sharing that data.
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So to give sort of a few examples on how we see some privacy issues coming up are
things around Facebook groups. So let's just dig into this a little bit.
Many people are using that as we come into these sort of private Facebook groups
which are often held under the auspice of being private. Patients and individuals, when
they think they're joining a Facebook group, they think it's a safe space for them to share
their stories, really personal, intimate details about, you know, what they're going through.
Yet, who's seeing that data, who has access, and what's happening to those groups?
So, for example, there was one RA group that looked like a regular group for people
to share their experiences about rheumatoid arthritis, and then after people had been
sharing that information, it became apparent that this group was actually started and run
by a market research firm, and that was not disclosed. So these individuals gave their
valuable data, they shared their personal, intimate feelings and stories, and yet it was being
used for somebody else to profit off of it, and it's a problem if that's not disclosed.
Another breast cancer group was formed about, you know, sharing about their BRCA
predisposition, what they were going through in breast cancer, and it became apparent that
that was then being mined by other marketers. There was a Chrome extension, for people
who are familiar with that, something that you can add to your browser, and it allowed
marketers to scrub that data and take that data. So while one group was set up by a market
research firm, another was able to use another mechanism to still get at that data.
Another example was that there was a group set up for sexual abuse victims, and
you can imagine the sensitivity of that data, and they were in there sharing about their
stories, they're worried about, you know, their abusers having access to this data. They
even made this kind of like a double secure group where people had to kind of apply before
they even got the ability to get into the private closed groups so nobody could find it. And
that group then was, overnight, changed into an erotica group, and they started being
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trolled by individuals harassing these individuals who were part of this group.
So we have to be thinking about, you know, if people are sharing their information,
are they safe to do so, and are we providing mechanisms that make them secure to be able
to feel like they can share this?
We also see groups like PatientsLikeMe that are a platform that is devised
specifically for patients, and so that they can end up sharing those insights, they feel secure,
but we know that that information is also getting relayed to industry, so we need to think
about what is the consent for that. And while there are disclosures and how that
information might be used for research, we also know that not all the time people actually
read those terms of service and how much do they know about that. While not social
media, we had recently what happened with 23andMe having a partnership with GSK and
whether or not people really knew what they were getting into when they were purchasing
access to their genetic data and then having that go on to being sold to industry.
So thinking about, you know, how are we sharing this data in a way that really values
the patients; also thinking about de-identified data, and is it truly de-identified since we
know there are ways to trace it back and work backwards to find out who that data
originated from?
There's also metadata held within there which, again, can be very valuable to target
somebody's location so that you might be able to link them to the proper clinical trial or
know where somebody might be reporting something, but again, there are concerns around
that metadata as well.
So what this boils down to is just needing to have more transparency around this,
and how can somebody consent to do something when they don't know what happens to
their data in the future? So what can we do to sort of help better inform patients what
could be happening so they feel comfortable to share, because obviously, we still need that
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information.
I think what gets brought up a lot of the time on social media otherwise is that can
we actually trust what patients are saying? Do they actually know anything? In disclosure,
I'm also a patient, so perhaps I have some bias there that I do believe that we should listen
and learn from patients.
But, of course, there are language barriers. I was asked just the other day to help,
you know, connect people with patients, but naturally, they said but they have to be English
speaking. So are we only hearing from people of certain, you know, language restrictions?
And then, of course, there are linguistic barriers. One of the things that comes up
around social media is the use of emojis. How do we read an emoji and analyze what that
might mean? And things about punctuation come into play as being an issue when we're
sort of mining that data.
And then, of course, how much does a patient actually know about their condition?
Are they saying their diagnosis properly, are they spelling it correctly, or are we then
washing over that because we're not catching it?
So there are some of these challenges that we have to kind of look into, but there
are mechanisms that are able to bring us together both through actual data mining and
using technology and coupling that with having human review to make sure that we can be
aware of what somebody's trying to get at.
And I think that's really what this comes down to is that there's a lot of opportunity
out there to use social media, and some of that is just making it so that it's a signal, it's
showing you something is wrong; you can find that patients are discussing certain things if
they're in their groups or otherwise, and understanding that it might need to be something
that's looked into, using this to develop new PROs, patient-reported outcomes, and with
that, thinking about what are those patient priorities. What are patients talking about so
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that we might be able to see that perhaps what was measured in that clinical trial might not
be the most important thing for them? So how can we be learning or even doing that
hopefully beforehand so prior to starting any trial or research we're understanding what
matters most to patients?
And I think it's also important to think about what I've described is mostly what we
call social listening, where we're kind of just eavesdropping, if you will, into what the
patients are having conversations about online. But there's also ways to have more active
engagement with patients to be able to more directly ask them questions.
So I was asked to share a little bit about what we do at Savvy Cooperative to help
enable both of those features, and Savvy is a patient-owned co-op, so we are governed by
patients who have a vote in what we do or being very transparent about how we work with
patients. And we're trying to make it easier for the two sides to connect. We jokingly call it
the match.com for patient insights, where companies or researchers or innovators can
connect directly, and in a transparent way, with patients or caregivers or other healthy
citizens who can share their input on their health priorities.
We do this in two ways: One is more professional or company initiated, while the
other is more patient and caregiver initiated. So one is what we call our gigs. This is a
platform where it acts sort of like a virtual bulletin board where companies or professionals
come to us and say we're looking to look and speak with people who have certain health
conditions for a focus group or an interview or user testing, to get direct feedback from
those patients or caregivers. These can be things like surveys, focus groups, interviews,
user testing; we conduct discussion boards, help to convene design workshops, etc.
Another application of this is what we call our animate health platform, and this is
really a patient- and caregiver-initiated way of describing the patient perspective. This
we've just launched, and it's really more about curating the different conditions and
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describing them from the patient perspective so that we can understand the patient
priorities, what they're going through.
So, for example, here's chronic pain. This is something that the users have
generated themselves, these different domains that are important to them, things from
pain, fatigue, the ability to do everyday activities and chores, stigma of opioid use, dating
and relationships, sexual dysfunction, weight fluctuations, how it impacts parenthood, the
guilt, the access to care. So all of these things are what patients have proposed themselves
as being issues. And then within there, they can describe their certain stories and vignettes
about what they've gone through so that we can create a more robust picture about the
patient perspective and identify their priorities.
And, in closing, just thinking about this, we always talk about big data at healthcare
meetings that I attend these days, and that big data is useless if we don't match it with
those patient insights, where big data helps sort of signal that there's an issue, and patient
insights really help us to understand why that's happening and how to fix it.
So, with that, I thank you very much for your time and attention.
MR. CONWAY: Great, thank you.
We'll now hear a presentation from the FDA concerning social media for postmarket
monitoring.
DR. DUGGIRALA: Thank you. I'm Hesha Duggirala. I'm an epidemiologist at the
Center for Veterinary Medicine, and I'm also the Chair of the FDA Data Mining Council. I've
been at the FDA for 17 years, so I'm decidedly not a millennial, but I'm going to try my best
to talk about social media anyway.
So where do we get our information, postmarket, for medical products? There's a
lot of different sources: clinical trials, registries, observational studies. Our biggest source
of information is spontaneous adverse event reports. Data Mining Council estimates that
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FDA, as a whole, across all product categories, will receive about three million adverse
event reports in 2018 alone.
So there is another wealth of information out there, which is social media, and so
our concern, our question is, is there a way for us to find out information about rare and
unexpected adverse events sooner than we would just using our spontaneous adverse
event report database? So that is the biggest question of why we're interested in social
listening.
Can we get to faster signal detection, which is really our holy grail? How can we find
out that something is of concern, associated with a regulated product, as soon as we
possibly can, so we can act as soon as we possibly can? Is it possible that social media can
give us information that would not be available from the other sources that I was showing
on the slide before? There are some concerns, the biggest being, you know, how do we
compare what we're getting in social media with what we have in our existing adverse
event reporting? And what are the regulatory requirements that a manufacturer or sponsor
would have if an adverse event is reported in social media?
So the largest study that FDA has undertaken was with a firm called Epidemico, and
this was published last year by Pierce. The main point of this study was to find out whether,
if we were to take 10 known safety signals for an FDA-regulated product, and these were
across human drugs and vaccines, if we go back retrospectively and look at social media
over that same time point when those signals had occurred, would we have been able to
identify these signals earlier than we did? So Epidemico mined about a million social media
posts. About a hundred thousand of them identified some sort of adverse event, and then
there were 13 of those posts that were selected for further review because they had
enough information on the adverse event or on the condition of the product that was being
mentioned in the post that there could be some sort of assessment made as to whether
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there was an association between those two. And out of all of those posts, there was one
case out of the 10 FDA safety signals that were evaluated where we could've potentially
found the signal before we did in our adverse event database, in this case in FAERS, which is
the human drug database.
So the question is well, you know, is that worth our time to look at all of those
reports if we're talking about 10% of a safety signal just in this case, and knowing that we
went back retrospectively, knowing that we were somewhat, you know, biased in that we
knew what we were looking for, even though we were trying our best not to let that
influence the tools that we used in terms of evaluating these adverse events or the social
media posts.
There are some limitations to what FDA is able to do with social media posts. The
post may not describe in enough information what the symptoms are or in terminology that
we would need to confirm a certain condition or diagnosis, so there could absolutely be
information that would be of value but we're just not in a position to be able to evaluate
that as an adverse event associated with a particular product.
And it is a huge volume of information. And so we do have to balance our resources
in terms of these millions of adverse event reports that come directly to us to the millions
of social media posts that are out there that may or may not have to do with an
FDA-regulated product.
So switching gears to what is the requirement of what must be reported to FDA from
a social media post, if that social media post has information on the patient identifier where
we can go back to the patient and gather more information about the event, if there is
information on the FDA-regulated product, on the event or problem of interest, and if we
have some information on the reporter -- oftentimes it is the patient but it could be the
physician or someone else -- then the drug or device manufacturer or sponsor is obligated
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to report that adverse event to FDA. And so we consider those as spontaneous reports, so
they come in to our adverse event database like any other event, and the sponsor would be
required to submit that to us under FDA regulation.
So some other examples of how social media is handled across the Agency. The
Center for Veterinary Medicine does not have an active social listing program, but we did go
back and look at our data, and there are about 30 reports that we found that originated
from Facebook or Twitter. These came from manufacturers who identified these adverse
events on social media, realized that they met those four criteria in terms of the patient
identifier, event, product, and so reported to us as they would any other spontaneous
adverse event that they would've heard about some other way.
We think that in the case of vet medicine, scanning online resources could be really
helpful in terms of detecting animal food issues, pet food issues. We don't get a lot of
reports for those kinds of issues, but there is a lot of information in blogs, in patient posts,
and we would really like to figure out how to harness that information to identify problems
with pet food.
The Center for Food also does not have a traditional signal detection program, but
they use a tool called BrandWatch to scan social media, and for that, it's not so much for
signal detection but for monitoring consumer confusion or misinformation about foods.
So what's the best way for us to think about social media? At this point we think
that it would be best if we could either develop or access tools that would let us look at this
data in aggregate, where we could have some sort of either data mining tool or some other
tool where the information can be gleaned and brought to us where it is just the adverse
event reports, whether we know there is enough information on the product, and then we
analyze that data. We don't have the resources to be able to be just looking at adverse
event posts for adverse events or spontaneous reports, and so if there was a way for us to
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do that more efficiently, then I think there would be more value in that for us right now.
So, in summary, we recognize that there is a lot of excellent consumer information
out there in social media, and we really would like to use that to advance our public health
mission in terms of making sure that products are safe and effective, and we continue to
explore how best to do that, balancing our resources and the value of social media posts
versus the reports that already get sent to us.
And, again, if we could find tools either in-house or partner with people outside of
FDA to be able to combine that information into something that's more digestible for our
scientists, I think that might be the best way to go right now.
Thank you.
MR. CONWAY: Great, thank you.
I'd like to thank the FDA, the Global Healthy Living Foundation, MDIC NEST, Johnson
& Johnson, and the Savvy Cooperative for their presentations. And now we will have Open
Committee Discussion and clarifying questions from the Committee.
As a reminder, although this portion is open to public observers, public attendees
may not participate except at the specific request of the Panel Chair. Additionally, we
request that all persons who are asked to speak identify themselves each time. This helps
the transcriptionist identify the speakers.
At this point, does anyone on the Committee have any clarifying questions for the
FDA, the Global Healthy Living Foundation, MDIC NEST, Johnson & Johnson, or the Savvy
Cooperative?
Go right ahead, Suz.
MS. SCHRANDT: I have a few, so should I just go through them one after the other?
I just have three, of three different people.
MR. CONWAY: Sure. I think the most efficient -- go ahead and pose them, and then
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we'll have -MS. SCHRANDT: Okay.
MR. CONWAY: -- the person come up to the microphone.
MS. SCHRANDT: Okay, pose them all together or -MR. CONWAY: Yeah, why don't we go ahead and do that.
MS. SCHRANDT: Okay.
MR. CONWAY: And as to folks who are listening, if you can hear your organization
name, go ahead and head up.
MS. SCHRANDT: Okay. So the first question was for Shilpa with the Global Healthy
Living Foundation about confirmation of diagnosis of the patients in the registry. You
mentioned that you ask the name of the rheumatologist of each patient, but I wasn't clear
whether that meant you actually reached out to the rheumatologist and confirmed the
diagnosis or whether it was just a proof point to have the rheumatologist's name.
DR. VENKATACHALAM: Thank you for your question. So currently we use a process
of triangulation to confirm diagnosis. We don't go back currently to the rheumatologist to
confirm the diagnosis. We do ask the patient to provide the name of the rheumatologist,
the year of diagnosis, and input medication that they're using for their diagnosis.
MS. SCHRANDT: Okay, great. Thank you.
DR. VENKATACHALAM: Thank you.
MS. SCHRANDT: My second question was for Rachel Rath from NEST. And I
understood that you are in the midst of launching the case study work around
patient-generated health data. But on the total knee replacement project that I think is
already under way, is there going to be any effort to collect PRO data there as well? Since
you've got those partners, can you tap into some of the PRO data from the patients?
MS. RATH: I think I would have to go back to look specifically at that study for you,
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but I believe that's a feasibility study looking specifically at the public and private claims
linkages.
MS. SCHRANDT: Okay.
MS. RATH: Yeah.
MS. SCHRANDT: Okay, great. Thank you.
And then the last question was for Jen Horonjeff from Savvy, but it's not really a
clarifying -- well, it's sort of a clarifying question. It might be broader than that. Just
something we hear a lot in the patient engagement space is a concern, not just that
patients will have confusion around what their diagnosis is, sort of confirming diagnosis, but
that there would actually be people who are not patients pretending to be patients in these
platforms, and given that you run a patient co-op, have you seen this? Is that a thing? And
if you have seen it, how much of a problem is it?
DR. HORONJEFF: It is a concern, and I think market research is attuned to this. I
think, of course, it's the minority of individuals that would hopefully be faking this, but I
have heard stories of people that get really aggressive with how they fake it to continue to
participate. So it is something we need to be aware of, I think, thinking about how can we
be verifying individuals in a different variety of sources. Of course, that's not something
you would necessarily do. If you're on a Facebook group, you're not necessarily providing
proof of diagnosis. So it is something to be aware of when we think about that, but I think
that there are means to understand it, but is this what is typically happening to the patient
of the condition that they say they have, and that's why oftentimes in market research they
use screeners to be able to confirm and use questions that would lead people out that
wouldn't be familiar with that condition. But thank you for bringing that up.
MR. CONWAY: Great, thank you.
Katherine.
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DR. SEELMAN: I have a series of observations, and then I think they would be best
directed to Dr. Shuren, but there may be others to ask that are appropriate. As the
consumer, occupying the consumer slot here and was long involved in consumer-centered
research, I'm really happy to see these innovations that are coming out of FDA.
As a prior background today, I reviewed the part -- the paragon that houses the rules
of evidence in the traditional sense, and I also looked at fit for purpose, which is what we're
talking today, which doesn't easily fit, it seems to me, in the rules of evidence. So my first
question is what do we do about that? The traditional rules of evidence involve universally
based evidence and sample sizes. Fit-for-purpose research is situational, and as such, I
believe it isn't a great potential for postmarket regulatory environment, and this, obviously,
its purpose is implementation. So in the great tradition of FDA, how do we honor its
commitment to unbiased, and I really say that, reliable and valid findings that are not
penetrated by political, industry, and other interests?
And I ask for developing a framework for situational research. To what extent FDA is
engaging the academic research community for the framework for legitimate use for
purposes of research, which is the trials of engineering and marketing, not a science. So
under what conditions should patient-generated data be considered evidence, and what
value should be given to situational data so that it meets scientific standards? Which
standards, what metrics?
So, in summation, I look forward -- and these are consumer-related issues, I believe,
to the response that situational research, in particular, representation samples and
representation of aging people, of minorities, of low-income people, which we know a little
bit about in our sample sizes, but I'm not sure how we would get that kind of information
under these conditions.
Obviously, privacy of sensor-generated data often goes over, sent over open
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transmission, so that we become more vulnerable to hacking into a lot of important things,
like our apartments. Now, I speak as someone who has internet on her car and has an
intimate relationship with my PDA, so I'm not a Luddite. It seems to me that under these
conditions, again, the question of partnerships with FCC and the HHS Office of Research and
HIPAA are indicated. The possibilities of misuse extend far beyond privacy to safety with
these hackers. So where does liability rest under the conditions of these complexities? The
consumer gets lost in the interaction of these complexities. So I'll look forward to further
information on consumer protections and unbiased and equitable representation. And,
again, I applaud FDA's initiatives in patient involvement.
Thank you, Mr. Chairman.
MR. CONWAY: Sure. Thank you very much, Katherine.
Later on this afternoon we'll have a pretty in-depth discussion here, as a committee,
and touch on many of these different issues in depth, but is there an initial comment one of
the folks from the FDA would like to make to Katherine? I obviously understand that we'll
go into greater depth later on this afternoon.
DR. TARVER: So this is Michelle Tarver. You've raised a lot of issues that we are
asking of you all to answer. There are privacy concerns, and how do those impact the
comfortability of patient groups to share their data for healthcare research? The
representation, it's one of the topics that we're very interested in hearing about and
hearing your discussions about this afternoon.
And then the issue about collaborative work, and as you already heard, we are very
interested in collaborative efforts to help generate patient-generated data. And so we're
really interested in hearing you all's thoughts about those questions that we pose to you
this afternoon.
MR. CONWAY: Great. Thanks, Michelle.
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Deborah, you had a question?
MS. CORNWALL: Yes. Deborah Cornwall.
I'm not even sure how to phrase the question. I'm concerned about the utility and
feasibility of using social media for this kind of information, and my question is triggered
probably by Jen and Hesha's comments. I think Jen was the one who commented on utility
of anecdotal insights, and as someone who has done some anecdotal research, I can fully
appreciate and value that kind of data.
But my question is mechanically, technologically, who is finding ways to mine the
data? How do those data get mined given that the sources are so varied and scattered
literally all over the internet? And so whether it's blog posts or Facebook or Twitter or, you
know, all of the various disease-specific sources of discussion boards, how do any of you
who are mining the data, how is that even feasible to do, let alone to transfer and translate
into something that is reliable, accurate, and useful?
MR. CONWAY: Why don't we go ahead and pick one person that has an answer to
that. Do you have a preference?
MS. CORNWALL: I think it was either Jen or Hesha, whoever dares.
(Laughter.)
DR. HORONJEFF: Well, I'm not mining the data, so I don't know all of the details, but
there was a paper out by Tricco et al. that was looking at this and talking a little bit more
about the technical mechanisms for how we do this. And so I do believe there are actual
mechanisms that can be reliable to at least start to take out some of that valuable data and
use it in a way that's processed. Like I mentioned, there are ways that are strictly from like
the technical side, but then they also match the technical findings with having a human
review that data to make sure and verify, and then I think these technologies continue to
learn from that. They also use medical dictionaries to look at language and diagnoses. So
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while I am not the technologist doing this work, I do believe there are ways that have been
developed to do it effectively.
MS. CORNWALL: So there is some interface with the big data people -DR. HORONJEFF: Yes.
MS. CORNWALL: -- who are findings way to process big data and it's beyond our
ability to understand?
DR. HORONJEFF: Well, there's a lot around, like natural language processing which,
again, is above what I do, but that is certainly something that's out there that's happening
across the internet. This isn't just specific to healthcare.
MS. CORNWALL: Right.
DR. HORONJEFF: But, of course, there are certain healthcare challenges, and that's
what I think they're starting to learn what that data means, and there is a focus on this in
healthcare.
MS. CORNWALL: Thank you.
DR. HORONJEFF: Yes.
MR. CONWAY: Great, we'll go ahead and do a rapid-fire three questions here. We'll
go ahead and start with you, Bennet, and then we'll come over to Anna and then to Amye.
MR. DUNLAP: So this is a quick question for our industry representative from J&J.
You mentioned that you guys are collecting digital health technology data, and I guess this
gets to the question of whose data is it, and I want to know what happens to that data
when J&J chooses to exit a field. Does that data get turned over to some registry, or is it
lost? And then whose data is it? Is it the patient's data or J&J's? And you specifically
mentioned diabetes, which is where you've exited.
DR. COPLAN: Yeah. So we're exploring two environments. One is in a clinical trial.
So as in the traditional clinical trial where there's patient informed consent, we're using
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devices as a way to collect the information for the clinical trial, and that was the feasibility
study, the NEST demonstration project that I mentioned; it was for bariatric surgery and
atrial fibrillation. So patients give their consent, and then they download the app on their
phone, and then they periodically collect that specific information. We are not collecting
information currently on diabetes through digital apps. I just mentioned that as an example
of where we can combine device-generated data with the patient-reported outcomes and
link those by means of the app.
The other environment in which we're looking at using digital apps is through
working with Yale University, which through this app called Hugo, it's developed an app for
integrating patient data from different sources, like electronic health records and
patient-reported outcomes. And that can be used for the patient to maintain their own
longitudinal medical record. If the patient consents, then that can be used for study
purposes. And so we're working with them to collect longitudinal patient information for
research purposes, if a patient consents. So the only shift of that data because it's part of a
clinical trial would be similar to the risks of other clinical trials, other studies.
MR. CONWAY: Great, thank you.
Coming over here to Anna.
MS. McCOLLISTER-SLIPP: Hi, there. I have a couple of questions, probably mostly for
FDA, so I'm not sure exactly who would ask or who would answer these but -- so one of the
questions I have, we talked a lot about social media, and there were references to, you
know, sort of the obvious online platforms like Facebook, Twitter, YouTube, etc., but one of
the things when I was involved with Precision Medicine Initiative, all of us, research
program, one of the things we were looking at early on was the use of searches and search
data and sort of the digital breadcrumbs as a way of signal detection.
I know that we've seen a lot of interesting stuff, you know, from Google or Bing or
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some of the other services. They see flu, the incidence of flu or other types of infectious
diseases spread more quickly through search terms, which, you know, can be incredibly
important and actually is faster than the CDC. I'm just wondering if the Agency has looked
at or explored, you go through NEST or MDEpiNet or some of the other applications, the use
of this kind of search engine data as a signal detection method.
MR. CONWAY: Why don't we go ahead and pose that to Hesha.
DR. DUGGIRALA: Thanks for that question. So the Center for Drugs, CDER, has
spoken with Google specifically about using search results similar to what they do with flu
trends at CDC. I don't think those discussions got very far. I was not a part of them, but as
far as I know, currently we do not have any sort of affiliation or contract or collaboration
with any of the search tools.
MS. McCOLLISTER-SLIPP: So they didn't get very far because it required some sort of
contractual or purchasing kind of thing? And if you don't have the answer, that's
completely fine.
DR. DUGGIRALA: Yeah.
MS. McCOLLISTER-SLIPP: I'm just curious and -DR. DUGGIRALA: I don't know. From what I understand, it came down to the utility
of whether we'd be actually able to identify an adverse event and a product pair, and that is
the most critical thing that we'd be looking for is that association, and I don't know if the
searches, the way that they were talking about them, would've been able to give us that
information. I don't know if CDRH has another perspective on that.
DR. SHUREN: We did look at some other companies who have been in the door to
show their analytical capabilities, kind of search through results from social media to help
identify signals, and we, to date, have not been very impressed with the results. It wasn't
things that we would consider to be, you know, regulatory grade that we can hang our hat
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on. And that's part of the discussion here for the Committee to get better insights. It's an
area of great interest, but I'm not sure we're there yet.
MS. McCOLLISTER-SLIPP: Right. So you were looking at it very specifically about,
you know, do these search term signals, you know, can we use these as a signal to actually
regulate the company or to have a regulatory enforcement decision as opposed to just
saying, hey, you know, Medtronic or J&J or whatever company, we're seeing these search
terms. Have you seen any issues? Do you have any more information?
DR. SHUREN: Yeah, to date, it hasn't been ripe enough, and we're still sort of
exploring various tools to see could this -- it may not identify a true signal; maybe it just
indicates maybe there's something there and we want to do a deeper dive. And then it's
sort of the tradeoffs; is that going to lead us down a lot of rabbit holes, or will it truly lead
to, you know, real findings?
MS. McCOLLISTER-SLIPP: Okay.
MR. CONWAY: Great, thanks. Now we're going to have to come over to Amye, and
then we'll finish with -MS. McCOLLISTER-SLIPP: I actually have a couple other questions if that's -MR. CONWAY: Just for the sake of time to get some of the patient members
involved -MS. McCOLLISTER-SLIPP: Sure.
MR. CONWAY: -- I'd like to go ahead and do that. Thanks.
Go ahead, Amye.
MS. LEONG: Thank you.
First of all, thank you to all of the speakers. As to what Dr. Shuren just said, sort of
the loose nature of the evolution of patient engagement in clinical research, to be a part of
this room is a good time as we look forward. My question has to do more of a strategic
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value. I think about, first of all, as a person with 22 joint replacements, I think about
comparing my body to my car and that the information I get in my car is much more
extensive than I've ever received on any of my joint replacements times 22, and I'm
wondering why that is.
So my question goes to value, it goes to the old, for those non-millennials, beta
versus Sony, which standard are we going to use as we begin to go forward? And we really
have great beginnings. Savvy Cooperative and GHLF are two wonderful examples and
happy to claim that they're in arthritis, and I appreciate that as a person with rheumatoid
arthritis. But as we go forward, for CDRH and the FDA, is there a way -- and this is a yes or
no question, but I do expect a little more explanation after you answer it -- is there a way to
begin to work together across industry, in academic centers, and with CDRH and FDA to
begin to formulate minimum standards of how patients can be engaged, should be engaged,
should be accessible to be engaged, shouldn't have to own a smartphone to do this, can
read and understand, can cite whether or not they have a condition -- well, they have to
have the condition -- but what their concerns might be in a template that is at least a
minimum standard and acceptable to CDRH, FDA, and industry, and the partners who are
leading these kinds of studies? I am constantly amazed at the innovation that we have in
the United States, but I'm also amazed that the degree to which a great deal of investment
has been made that many times takes us nowhere.
And so I, as one person who is a holder of -- my oldest joint replacement is 28 years
old; it's going to need some help soon. No one has ever approached me, no company, no
physician -- I've outlived my orthopedic surgeon. What do I do next? It's that kind of
communication with the owner of the car that our car companies seem to have a far better
handle on than we as patients. So my question to you, who I've addressed, is there value?
Is there timing? Is the timing good now? If it is, help explain what you can do. If it is not,
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help explain what we need to do to get there. Let's start with industry.
MR. CONWAY: Well, let's go ahead and pose the question to industry, and what I
want to do is make certain that we do break for a short while, but why don't we have
Johnson & Johnson go ahead and come up -MS. LEONG: Thank you.
MR. CONWAY: -- and answer this question, and identify yourself, if you could, for
the transcriptionist. Then we'll come over to Fred. Okay.
DR. COPLAN: That's a tough question, and I'm hesitant to answer on behalf of all of
the medical device industry, but I think we very much share your concern and interest in
having better information on specific devices from the information sources we get, and one
of the limitations that we face, as whether we're in FDA or patients or industry, is having
the information on the specific devices. So FDA has come up with this unique device
identifier initiative because the current electronic medical record software systems that
physicians use doesn't have a place where the unique device identifier for what specific
device is used is collected, and because of that, we're impaired in terms of how much
information we can study on patients.
In addition, when a patient gets a specific device in a surgery, the selection of which
device is used is often made by the physician. The physician will advise the patient on
getting the surgery but not which device is used, and so often the patient isn't given that
information. So there are some efforts to have a card that's given to the patient so that the
patient knows, oh, I got this particular type of joint replacement, for example. But it's
definitely something that we're working on and trying to improve.
MR. CONWAY: Great, thank you.
MS. LEONG: Thank you.
MR. CONWAY: Go ahead, Fred.
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MR. DOWNS: My question is for Owen. I just need a little clarification on the slide
on evidence and regulatory decisions, the traditional pathway versus the non-traditional.
So where are you in relation to this non-traditional? Are we just getting started as part of
the process? Where are we with this?
DR. FARIS: In terms of different uses of real-world evidence?
MR. DOWNS: Of using this non-traditional.
DR. FARIS: Yes. So I would say that, you know, there is certain fruit that's lower on
the tree that we're doing relatively frequently now. So in terms of using real-world
evidence, say, to meet postmarket approval requirements, we see that relatively commonly
now. More frequently now, as well, we're seeing uses of devices that go beyond the
approved indication that are used in, say, a registry where we use that information to
expand the indication for the device. Where I think the future is, is embedding new clinical
trials inside the infrastructure of a real-world evidence system, whether that be a registry or
the electronic health record. Right now, when we conduct a clinical trial, in most cases we
build a new clinical trial for that particular purpose, and when we're done, we break it all
down again. And so that's very expensive, it's time consuming, difficult to enroll patients
sometimes.
So there's the real potential to leverage what's happening in normal clinical care and
information that's being gathered to registries or electronic health records, through
collaborations, through NEST, to gather new information for actual new clinical trials and
evaluate the safety of devices in that way. That's something that we're just starting to see
the early examples of that, but I hope that in the coming years we'll see a lot more.
MR. CONWAY: Great, thank you.
At this point we'll now take a 10-minute break. When we return, we will continue
with the Open Public Hearing. After the last Open Public Hearing speaker provides their
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comments, I will ask you, as the audience, to complete a survey. This is a completely
voluntary survey and action. Due to the short time period allowed for the poll, I'll
encourage you to access the link on your mobile device or laptop before this polling is
scheduled to begin. The link to the survey can be found projected on the screen. Here you
go.
And for Committee members, please do not discuss the meeting topic during the
break amongst yourselves or with any other members of the audience.
We'll resume at 10:55. Thank you.
(Off the record at 10:45 a.m.)
(On the record at 10:57 a.m.)
MR. CONWAY: Great, thank you very much. It's now 10:57 with a bonus 2 minutes
for everyone. I'd like to resume this Committee meeting. We will proceed with the Open
Public Hearing portion of the meeting at this point. Public attendees are given an
opportunity to address the Committee, to present data, information, or views relevant to
the meeting agenda.
Ms. Williams will read the Open Public Hearing disclosure process statement.
Ms. Williams.
MS. WILLIAMS: Thank you.
Both the Food and Drug Administration and the public believe in a transparent
process for information gathering and decision making. To ensure such transparency at the
Open Public Hearing session of the Advisory Committee meeting, FDA believes that it is
important to understand the context of an individual's presentation. For this reason, FDA
encourages you, the Open Public Hearing speaker, at the beginning of your written or oral
statement, to advise the Committee of any financial relationship that you may have with
any company or group that may be affected by the topic of this meeting. For example, this
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financial information may include a company's or a group's payment for your travel,
lodging, or other expenses in connection with your attendance at this meeting. Likewise,
FDA encourages you, at the beginning of your statement, to advise the Committee if you do
not have any such financial relationship. If you choose not to address this issue of financial
relationships at the beginning of your statement, it will not preclude you from speaking.
FDA has received 16 requests to speak prior to the final date published in the Federal
Register. The speakers will be given 4 minutes to speak. We ask that all individuals speak
clearly to allow the transcriptionist to provide an accurate transcription of the proceedings
of this meeting. Thank you.
Mr. Conway.
MR. CONWAY: Great, thank you very much.
We have a number of public speakers today; therefore, I'll go over the process to
ensure a smooth transition from one speaker to the next, and I'd ask you to please observe
this. When I call your name, please come to the microphone. You will have 4 minutes for
your remarks. When you begin to speak, the green light will appear. A yellow light will
appear when you have 1 minute remaining. At the end of the 4 minutes, a red light will
appear, and your microphone will be switched off.
We'll begin with a video presentation from Ms. Coby Watier, Patient Advocate,
National Director, MyHealthE.net. Ms. Watier is unavailable to attend the meeting in
person. She will join us by video.
(Video begins.)
MS. WATIER: Good afternoon. The patient is the most underutilized resource in
healthcare today. There are 328 million reasons healthcare has to change and providers
need to cultivate healthy patient relationships.
Only 12% of our population is ranked as proficient in health literacy. Annual costs of
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low health literacy is between 106 and 238 billion. A discussion in healthcare can only be
complete when we put patients first and bring patients to the table for a better
understanding of their needs and have them exert their choices. My subject today is a call
for action to create a unified, patient-centric health education platform where health
educators collaborate, and in turn, they empower and engage more patients, a platform
where patient health educators collaborate their classes and share them on one network.
MyHealthE.net, the Patients' Health Network, is the first and only national platform
dedicated to collaborating with health educators in support of patient health literacy. The
genesis of MyHealthE stemmed from the challenges associated with finding quality
accredited consumer health information. It was one neutral website working with all
educators where patients find local accredited classes that fit their schedule.
Improving health communication reduces healthcare costs and increases the quality
of healthcare. All providers share the responsibility to promote health literacy and to
convey the potential benefits of health. The preponderance of health information gives rise
to patient shared decision making and informed consent. Education to enable participation
in health is vital in all stages of our lives but never more so than when we are faced with
illness. Before we are able to cope with illness and communicate with providers, we need
basic understanding of our bodies, how they work, and terminology. Engagement is
knowing that a patient's contribution made a significant impact on their outcome.
Education is provided by thousands of government agencies, hospitals, advocacy
groups, pharmaceutical and medical device companies, academic institutions, public health
organizations, individuals, and others. However, organizations operating in their respective
silos with no data uniformity create a labyrinth for patients, disallowing a comprehensive
picture of available patient education classes or events.
Let's work together. Let's provide patients the information they need to make
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informed choices. Let's demystify the healthcare process and support a patient's right to
choose how they want to manage their health. Let's help clinicians learn what quality care
means to their patients. Together, we can help more patients as we progress in our mutual
goal of helping patients live longer, healthier, and happier lives. If patient engagement
were a drug, it would be the blockbuster drug of the century and malpractice not to use it.
Educators, maximize your reach; collaborate and help build a network that is patient
friendly. We may learn from the online travel giants, Expedia and Orbitz, who collaborate
and list all available flights. Collaborative competition, it's the rising tide that lifts all ships.
Imagine patients with access to all health education classes. That's empowering.
Thank you.
MR. CONWAY: Great, thank you.
Our next speaker is Rhonda Small, President, Esophageal Cancer Awareness
Association.
MS. SMALL: Thank you for letting me be here today. Again, I am President of
Esophageal Cancer Awareness Association. We are all volunteers. If it weren't for my son
being a pilot for United, I would not be here. I have no financial involvement.
Esophageal cancer is in the top 10 of the deadliest cancers, and it's still considered
rare. Most people aren't diagnosed until they're -(Off microphone comment.)
MS. SMALL: Oh. Most people are not diagnosed until they are a Stage 3 or a Stage
4. This brings a lot of inherent difficulties with diagnosis. There's no specific treatments for
esophageal cancer, and improved outcomes have just not materialized. We need better
stents, better chemo-specific options; we need better radiological options. We need more
funding for cancers with low survival rates and specific studies for these diseases. It would
be nice if we could have global treatment protocols. Our Facebook page, which is
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extremely active, is global, and I've seen a lot of different treatment options that I know
people in the United States are eager to hear about.
We need better treatment for multiple cancers with specific biological markers. All
of these things, I don't know how you can help us with, but how we can maybe help you is
groups like ECAA are happy to engage in government involvement for direct patient
engagements, crowdsourcing strategies, specifically with registries. We only have one
registry option at this current moment, and it's very difficult to get these patients going. If
the FDA would connect with small groups like us for advocacy, maybe we could join
together and help.
We have a one-to-one diagnosis. This year, for almost every patient diagnosed, we
lose one, and most of these patients starve to death. It's a horribly nasty, ugly cancer with
an extremely excruciating, painful death. We are asking for any help whatsoever. And I
was impressed with a lot of the social media questions, and I don't know if we are anybody
to look to, but we have about 8,000 people on our social media page. We have two people
monitoring it almost consistently. We have almost no scamming and no fraud. We are able
to spot people very quickly when we think that someone doesn't need to be there, and
because of this, we have a lot of people who are open and faithful to discussing their needs
and their wants.
So if anyone would like to discuss further with small groups like myself, we'd be
more than happy to do that. But, basically, I'm just saying we need all the help we can get,
and any help is appreciated. Thank you for letting me be here today.
MR. CONWAY: Great, thank you.
Our next speaker is Varuna Srinivasan, and she is with the National Center for Health
Research. We're not certain if she was here today.
(Off microphone comment.)
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MR. CONWAY: Okay, thank you.
The next speaker after that will be Janelle Applequist with the Rare Diseases Clinical
Research Network, Health Information Institute.
DR. APPLEQUIST: Good morning, I'm Dr. Applequist. Cool, okay. So another
millennial. Thank you for having me. I was really excited to hear some of the questions and
the conversation this morning. I'm here on behalf of the NIH. This study is funded by the
NIH, and my research expertise is actually advertising, marketing, health communication,
and health literacy. I specialize mostly in pharmaceutical advertising, but I was brought on
to this project to help figure out best ways that we can use social media to help primarily
with clinical trial recruitment.
Just to give you some insight into that process, while medical research continues to
provide great benefit to society, trial accrual is definitely something that needs help. So, in
particular, with this project, we were interested in the ways in which we can use social
media to effectively recruit for studies, but we took it a little bit further than that, which I'll
show you now.
So, essentially, what we are trying to figure out is how social media practices and
social media advertising can best be utilized to help complete this trial accrual or
recruitment. Many of these practices can be kind of bridged across various areas, including
the testing of various medical devices.
I'm going to be presenting some preliminary findings, but to give you an idea of what
we did for this study and seeing how we can more effectively utilize social media, we chose
six separate studies that are very different in terms of the type and the target population.
We did this strategically to identify how the potential contribution of social media can be
applied in various settings to various demographics and various populations.
An important point to note in all of this is that this is through the Rare Diseases
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Clinical Research Network, which is also considered a very special population that actually
helps us as well because individuals that are diagnosed with rare diseases are extremely
motivated to participate in research to find a cure or to find symptom relief. So this is kind
of the best-case scenario, in my opinion, that we would see for social media being effective
for this type of recruitment.
Rather than just kind of blasting social media posts or advertisements on Facebook
or Twitter, etc., we were really adamant about creating more of a holistic approach to
patient engagement. As it stands right now, there's definitely a lot of recruitment being
done via social media online. In my professional opinion, it's not being done with the
patient at the center of the process, which can be very problematic. So our plan is to direct
online via social media platforms, so that's targeted posts and ads primarily via Facebook
and Twitter, and talking with many patients; those are the platforms that they want.
Google Plus is absolutely useless. Twitter can be helpful but, again, with the right audience.
Instagram is something that we're looking at also, but it depends on the demographic of
what you're talking about.
We're also looking at email blasts. An important point that I want to make here is
that not everyone utilizes social media. Given some of the privacy concerns that have been
discussed, many people are very afraid of social media in this context, so we also want to
include email blasts and other ways of connecting with individuals.
What we did to try and create a more holistic process, and this speaks to some of
the questions earlier, we created our own system for housing and tracking the data. So we
have a team of engineers where patients come online, they're recruited via social media,
they're then led to a specific website. In order to more engage the patient, we're allowing
them now to prescreen for specific studies to see if they would be a good fit. Then they
consent to share their information, and then someone will contact them to enroll in the
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closest study site to them.
An important part of making social media recruitment effective is bringing on health
communications professionals that specialize in advertising and message design. So we're
currently conducting ongoing qualitative interviews, we're going step by step with a
message design to see what information it is that patients want, that they will be most
responsive to in terms of social media.
MR. CONWAY: Why don't you go ahead and wrap your thought real quick.
DR. APPLEQUIST: So it's super important that this is holistic. We're open to
research. My favorite point today is the holistic nature needed of interdisciplinary work.
We're happy to share any results that we have in terms of message design and efficacy with
anyone.
So sorry I went over.
MR. CONWAY: That's okay. Thank you very much.
Our next speaker is -- and I apologize if I do not pronounce this correctly. It's Sandra
Guilbault, Hope for Hidradenitis Suppurativa, or Hope for HS, if she's available. Yeah. And
we're also calling, at the same time, Angie Parks-Miller, Hope for HS. So I apologize in
advance for butchering that.
MS. PARKS-MILLER: Good morning. My name is Angie Parks-Miller. I'm the
President and Founding Director of Hope for HS, and with me today is Sandra Guilbault, our
Patient Director of Hope for HS. We are also here today representing the HS Foundation,
who did support our travel here today.
We are very grateful for the opportunity that the FDA has provided today for
discussion with the patient community. We echo the comments that were made this
morning on the educational gaps and patient understanding of clinical trials. We encourage
and ask for standardized materials that patient advocacy organizations and researchers can
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utilize in the explanation of clinical trials, from the variety of phases to understanding AE
reporting and how to report concerns of misconduct. In particular, we encourage
empowering patient communities in the reporting of AEs in a way that is accessible and
understandable. We support the need for patient research partners in the development of
clinical trials but would also like to point out the importance of that development and that
involvement continuing past the point of enrollment in the clinical trial itself.
Patients invest a significant amount of time and energy and resources to participate
in clinical trials, but often the results of their participation are not available to them.
ClinicalTrials.gov is a useful resource; however, in our experience, many patients are not
adequately understanding how to navigate it. Often, it does not efficiently update with
results, and the results that are present are not necessarily in lay language that's
understandable. So to continue the patient buy-in, we ask that the results of clinical trials
are made available more efficiently and that the FDA consider ways to make this more
accessible for patients.
We also ask the FDA to encourage a sharing of resources, as mentioned just a few
moments ago. As smaller organizations, we may not have a lot of resources available to us,
and so if there could be an open-source format where FDA could provide an avenue for
patient advocacy organizations to work as coalitions together, to share resources, we would
be grateful for that opportunity.
We also would like to support and stress the importance of the information that was
presented this morning by Ms. Horonjeff regarding social media and privacy. We are a
group that utilizes a format of social media for increasing advocacy to support it in patients
that don't have in-person physical support groups. And, unfortunately, we've seen and
experienced these violations to privacy, however well intentioned they may have been;
we've experienced these violations by industry and even medicine.
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So the resulting feelings of violation, whether they are actual legal violations or
they're just perceived violations from the patient, have a direct impact on a patient's
willingness to participate in clinical trials or even their willingness to obtain clinical care at
times. We ask the FDA to provide some sort of guidance that can be utilized by industry
and academics in the conduct of social media-based research. And we thank the FDA for
recognizing the importance of patient engagement.
MR. CONWAY: Great, thank you very much.
Our next speaker is Mr. Richard Tsai, Vice President, Inspire.
MR. TERKOWITZ: Thank you. Hello, I'm Jeff Terkowitz. My colleague Richard
unfortunately couldn't make it. I'm head of product at Inspire. We have no financial
relationships outside of -- well, sorry. I should say I have no financial relationships outside
of being an employee of Inspire. Inspire is an Arlington-based company with an anonymous
healthcare social network of 1.5 million patients and caregivers. Moderated by Inspire
staffers 24/7, our focus is to improve healthcare through connected patients. Thank you for
convening this meeting and providing us with an opportunity to share our thoughts on this
important issue.
Social media like Inspire, Facebook, Twitter, and others provide critical places for
patients to communicate. For patients with rare diseases struggling to find anyone else
with the same disease, it is essential.
Today I'll share three examples that illustrate the value of examining patient
experience through social media and describe how that information can help identify
hard-to-find cohorts for clinical research or even drive research agendas, all while
protecting the patient's privacy.
Fifteen years ago, Katherine Leon was diagnosed with spontaneous coronary artery
dissection, SCAD, 6 weeks after childbirth. Her doctor said it was a rare disease and she
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would never encounter someone else who had it. She searched online for other patients
and in the process joined the WomenHeart support community on Inspire. Empowered by
the stories of community members describing their SCAD events, symptoms, treatments,
and experiences, she began recording their ages, the relationship between the event of
pregnancy and artery involvement. Research in hand, she eventually attended an event at
the Mayo Clinic and presented this patient-generated data to a cardiologist, Sharonne
Hayes. Dr. Hayes and others at Mayo proceeded with a study of the 50 Inspire members,
and this, along with other advocacy and research efforts, led the American Heart
Association's first scientific statement on SCAD earlier this year.
People with rare diseases naturally cluster on social media often because they are
writing or searching for similar phrases. Their shared dialogue is rich, deep, and medically
relevant. Over 25% of posts on Inspire have some combination of treatment history,
diagnosis history, family history, or test result information. Social media communication
could have great clinical importance.
Earlier this year we partnered with a bioinformatics lab at Stanford to research
adverse drug reactions which was later published in JAMA Oncology. Here's how that came
about. A patient on the cancer treatment Tarceva presented at Stanford Medical Center
with hypohydrosis. This physician was unaware of a connection between Tarceva and
hypohydrosis. It had never before been reported and documented in medical literature.
The physician asked us if we could look into it. Using natural language processing, we
reviewed over eight million posts and found 20 cases of Inspire members reporting
hypohydrosis while on Tarceva. Other skin toxicity adverse drug reactions related to
Tarceva were reported by Inspire members an average of 7 months prior to the first report
in the federal adverse event reporting system. Natural language processing offers the
potential for real-time pharmacosurveillance with rapid detection of adverse drug reactions
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

99

for additional clinical follow-up.
Patients are speaking organically about their journey through the medical system,
but to accommodate them better, we need to be willing to meet patients where they are on
social media to learn from them and incorporate their voices into the process of creating
compelling evidence.
Recently, Inspire worked with FDA to leverage social media data for insights about a
rare disease. FDA was interested in validating their learnings from a patient discussion
event that mirrored the experience of other patients with a rare disease in the general
population. Through rounds of curation, we identified a group of people on Inspire who
had this rare disease and actively discussed its impact on their lives. The social media data,
a larger, more inclusive set of voices, described in-the-moment experiences in the rare
disease patient journey. For example, this particular rare disease is highly deadly and best
if caught early. But rather than managing it proactively, many Inspire members were
unaware of the condition's severity. Although they had been prescribed treatment, they
typically waited for symptoms to occur or worsen before they took their medication.
Another key insight was that -- sorry.
(Off microphone comment.)
MR. TERKOWITZ: Yes. Another key insight was that activities of daily living were the
true measure of success on treatment for these patients. I'd be happy to provide additional
information, and we hope you look to us as a resource. Thank you.
MR. CONWAY: Great, thank you. As a trained auctioneer, thank you.
(Laughter.)
MR. CONWAY: Our next speaker this morning is Maria Picone, Founder and CEO of
TREND Community.
MS. PICONE: Hi, thank you. My name is Maria Picone. I'm the Founder and CEO of
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TREND Community. We are a for-profit company. We're free for patients and caregivers,
and we license our data to biotechnology and pharmaceutical companies. I'm also the mom
to a 6-year-old daughter who was diagnosed with Prader-Willi syndrome. Trend Technology
is a digital health company, and we are actually developing the technology that analyzes
social data streams to understand the burden of disease experience by patients and
caregivers and rare disease communities.
When my daughter was born, I was handed a sheet of paper that described what we
could expect her life to be like, and after a couple of months, I joined a private Facebook
group for caregivers of children with Prader-Willi syndrome. And having worked in clinical
research for nearly 20 years, I was quite frankly shocked by the enormous gap between
what was written in the literature and was actually possible for a child born today with
Prader-Willi syndrome.
And so I knew immediately that if heard, our community's powerful stories could
advance science. So what if we could just do what we're already doing, having
conversations with one another online, finding support, looking for answers, and just trying
to improve our quality of life and the quality of life for our children? And without the need
for complicated surveys, how could we produce a report that could convey the burden of
disease of our community, what we're doing to manage our disease and our unmet needs?
And so having a digital health technology background and working in big data analytics, my
husband and I decided to develop such technology. And I was going to talk about the need
more today, but since the question was asked, I'd like to describe a little bit about how it
works.
And so we actually find that the most meaningful conversations are happening in
private groups, and so we align with patient communities, and I'm happy to speak to the
woman who spoke earlier and said that she was looking for help and, you know, we need
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their help to access these conversations, and then we're able to pull the conversation data
off of -- Facebook is, we find, right now the most active place for patient and caregiver
conversations of this nature, and we actually use -- Jen actually did a really nice job of giving
an overview of how this works.
We use the unified medical language system that was developed by the NIH as sort
of a foundation for automated analytics, and we are guided by the patient input guidelines
from FDA's patient-focused drug development meetings, and we identify the symptoms that
patients and caregivers are discussing, the treatments, the therapeutics, the medical
devices, other interventions, diets, supplements, other therapies that they're talking about.
And we can produce a report that's similar to the information that's collected during a
patient-focused drug development meeting. So we use natural language processing and
machine learning, and we have human coders who are able to go in and help train the
engine.
So I know privacy is a big concern, and I think that we need to identify partners,
trusted partners, who can work with patient communities, too, because the conversations
that they're having can be turned into data that is extremely valuable and should inform
drug and device development and regulatory approval.
Thank you.
MR. CONWAY: Great, thank you very much.
Our next speaker is Dr. Nelson Freimer, Director, Depression Grand Challenge, the
Maggie G. Gilbert Endowed Chair in Bipolar Disorders; Director, University of California, Los
Angeles Center for Neurobehavioral Genetics.
(No response.)
MR. CONWAY: And if not, we'll go ahead and move to the next speaker. Our next
speaker is Amanda Dykeman, Vice President, Advocating Safety in Healthcare, E-Sisters
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(ASHES). And my apologies. And Holly Ennis will also join her, both together.
MS. ENNIS: Hi, my name is Holly Ennis, and I have no financial interests in the
outcome today. Both Amanda Dykeman and I are members of the board of directors for
ASHES nonprofit. ASHES nonprofit oversees the Facebook platforms for Essure problems, a
Facebook group with more than 41,000 members who have been affected by the Essure
sterilization device and the newly launched medical device problems which addresses a
variety of different medical devices. So we thank you for the opportunity to speak on how
the FDA can utilize patient-driven platforms in social media to better engage patients.
In preparation for this meeting, I did review the FDA's advisory guidance on the use
of real-world evidence to support your regulatory decision making and how you determine
when evidence is "scientific and reliable enough to use in your regulatory process." We are
here to advise you that social media platforms can also provide relevant and reliable
real-world data to the FDA, which has historically primarily relied on clinical studies
primarily conducted and provided to the FDA by device manufacturers which have inherent
bias and are often incomplete. So while these studies may be instrumental in determining
approval for a device, the FDA must seek alternative sources of information regarding
patients in real-world settings, particularly as postmarket surveillance is generally not
complete.
So although the FDA does and will gain valuable information from NEST and UDI
tracking, as well as from medical device registries, insurance companies, the information
received directly from patients regarding their real-life experiences is both invaluable and
essential. This information is particularly necessary to determine whether to require
updated labeling on the safety of a device, such as a black box warning, to order additional
postmarket surveillance studies, or even to recall a device.
Current reporting systems are clearly not working that efficiently. Only a fraction of
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the population, including physicians, are even aware that they can report an adverse event
caused by a device to the FDA. There is evidence that the MAUDE reporting system is
horrifically underused and that less than 10% of all adverse events of a device are actually
even reported to the FDA. And this is recently exacerbated by the fact that the
MedWatcher app is no longer functioning, and this app was much more user friendly and
that perhaps a new app which could be accessed by a smartphone could be reinstated.
In today's world, with the advent of technology, nearly everyone at a minimum has a
smartphone and engages in some type of social media. Patients researching symptoms with
regard to medical devices will be invariably drawn to support groups, such as the Essure
problems Facebook group, mesh awareness, breast implant victim advocacy group, among
many others. Some of these support groups will, in turn, turn into advocacy groups which
will more directly interact with the FDA to provide real-world data on symptoms and
injuries caused by a medical device. These groups have a virtual gold mine of information
which is highly relevant to the FDA.
Real-world experiences often get discounted as anecdotal; however, I am acutely
aware that many of these groups have created surveys, questionnaires, track symptoms,
track surgeries, have a plethora of photographs, and have offered such information to the
FDA, as well as the patients' own medical records, to verify these issues. Patients more
often freely express their symptoms and experiences in a forum where they feel they're
more likely to be understood, particularly if their symptoms have been discounted or
marginalized by their own physicians. Others may learn of symptoms that they are
experiencing but never really related to the medical device until they get on these social
media platforms, and they've wasted valuable time and resources seeking medical care and
attention for things that they're not relating to the device. So accessing this information,
such as medical records, surveys, photographs, can be really helpful to the FDA.
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Consider, for example, the difference between an FDA employee reading MAUDE
reports or accessing, you know, patient files and photographs. I mean, I just grabbed this,
you know, right before I left. The FDA can read a report of an Essure device, for example,
migrating out of position, but we have, you know, hundreds if not thousands of
photographs on our website that show this device perforating uteruses, perforating out of
the fallopian tube and lodging into, you know, the small and large intestine, or you know,
here's one, it's hard to see, but the device actually, you know, embedded itself into the
spinal column. So, you know, just on our Facebook forum, we have thousands of pictures
that I think would present a better picture of what the patient is actually experiencing than
just a simple MAUDE report.
So the FDA can and should harness the emerging potential of these patient
platforms. At a minimum, the FDA needs to retain social media specialists whose sole job is
to research and engage on these social media platforms and learn of the problems with
these medical devices before they become epidemic. Every time a device is recalled, has a
label change, or other information relating to the device, it needs to be tweeted, posted,
and disseminated as widely as possible by the FDA. I mean, the FDA could consider creating
its own social media platform whose sole function is to educate the public on medical
devices and how to access this vitally needed information that your average patients just
don't understand or are not aware that it exists.
So most Facebook group administrators of patient groups would welcome an FDA
member to their group to track the real-world problems of these patients implanted with
medical devices, as well as to receive real-world information in return of steps taken by the
FDA to address these arising issues. Most patients are ready, willing, and able to provide
medical records for all their concerns to be addressed and verified by the FDA. And some of
the information which has and could be provided to the FDA from like our core group will
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be addressed by Amanda so you can see how vital the information that we have is, that we
could disseminate and share with you.
MS. DYKEMAN: Hi. So I only have about a minute left, but I took some notes on
some of the important things, and I'm offering the page that I ran. I ran Essure problems
for a little over 5 years now. Through that advocacy, I think I've learned a lot of important
information that I believe needs to be shared with patients of other medical devices.
So our nonprofit has formed medical device problems as kind of like a central hub
for patients to come and connect with other patients, try to, you know, find other
resources, and they are gold mines, like Holly said, of information. I want to work with the
FDA to make sure that we're disseminating accurate information. I don't think that the time
that's been used by the FDA to do all the data mining and go through everything is
completely necessary. I think vocal points within the patient community might help save
some time. And we believe the adverse event reports are so important. A lot of people,
like Holly said, don't even know how to file. I want to continue to distribute that
information among the medical device patient community.
So, yeah, if you have any questions for me -MR. CONWAY: Great, thank you very much.
Our next speaker is Morris Waxler of Waxler Regulatory Consultancy, LLC.
(No response.)
MR. CONWAY: Okay. I'm sure today's weather is not cooperating with us. Our next
speaker is Jack Mitchell, Director of Health Policy, National Center for Health Research.
MR. MITCHELL: Good morning. As you introduced, I am Jack Mitchell, and today I'm
speaking not on behalf of the Center but on behalf of members of the Patient, Consumer,
and Public Health Coalition, which is an informal consortium of about two dozen public
health and nonprofit organizations which work together on policy and legislative issues. I
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have no financial conflicts of interest to report.
We thank FDA and the Committee for holding this meeting and for exploring these
important patient-centric issues. I'd like to commend Dr. Shuren and the senior FDA
leadership for making presentations on their latest efforts to enhance postmarket
surveillance and patient safety, which are the primary areas of our organizations' interest.
The independent USA Patients Network has reported to us that their members
regularly use social media to communicate about medical device and drug safety and
treatment issues and to report device-related issues, adverse events, to FDA. However,
concerns remain, as one of the prior speakers from the Savvy Cooperative alluded to.
Problems remain when social media are used to collect massive amounts of data. Patients
have reported to us that industry-sponsored social media patient platforms can influence
discussions in ways that are not always in the patient's interest. For example, a recent
news story in STAT news, which is in the Boston Globe, revealed how patients and
non-patients alike can earn money as so-called influencers to provide opinions or
promotions on the internet about medical devices or drugs. In fact, there are a few
companies which act as talent recruiters for such influencers and facilitate their
communications with drug and medical device companies. These influencers could be paid
for posting about a device or drug or for bringing opinions of people like them to the
companies which are developing these medical products.
Industry companies have paid fees and travel expenses for some of these influencers
to sit in on sponsor-patient engagement meetings. The companies also are able to gain
insights on their patients from these interactions. With some regard, this activity is a form
of relatively inexpensive advertising for industry, and often there is not much, if any,
transparency concerning exactly who the influencer might be representing or who's being
paid. The Federal Trade Commission has cited influencers who failed to reveal that they are
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being paid for endorsement of a device or drug. There are a lot of confusing ethical thickets
to wade through with these kind of social media influencing issues.
Now, there's certainly nothing wrong with the industry trying to gain insights into its
potential patients and consumers. But members of our coalition in the USA Patients
Network represent independent, non-sponsored patient voices who wish to gain helpful
information on their conditions from FDA and other legitimate medical sources, and that is
why we are concerned about hidden commercial influences on social media.
The patient groups with which we work also would prefer a balanced approach to
reporting. Adverse events should be clearly reported in social media and not just positive
experiences. Along those lines, USA Patients Network members have told us that the very
helpful and useful MedWatcher app has not recently been functioning properly, a complaint
you heard from a previous speaker. When MedWatcher is functioning properly, patients
were able to report and edit their adverse events and pass them along to FDA. These same
patients have used Facebook, Twitter, Instagram, and other social media to report problems
with the birth control device Essure, vaginal mesh, hip implants, breast implants, and other
medical devices.
That type of interactive communication, which was not technologically possible a
decade or so ago, is a critically important tool for patients who sometimes mistakenly feel
they are the only person with their particular type of medical condition. On social media
they learn that there is a community of patients just like them who can share information,
do research, and suggest qualified medical professionals with whom to consult. So it can
serve as an invaluable interactive forum for both patients and FDA, provided these conflicts
are closely watched.
I thank the Committee for allowing me to speak.
MR. CONWAY: Great, thank you very much.
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

108

Our next speaker is Diana Zuckerman, President of the National Center for Health
Research, Cancer Prevention and Treatment Fund.
DR. ZUCKERMAN: Thank you very much for the opportunity to speak today. The
National Center for Health Research is a research center, it's a think tank, but we work very
closely with patient groups, we conduct patient-centered research, and we do a lot of other
work that's very relevant to your work today, so thank you for everything that you all are
doing.
I want to talk a little bit about the advantages of Facebook. This might seem like an
odd focus, but the reason why I say that is because years ago we heard from patients who
had had problems with medical devices who would try to share that information on
websites and they kept getting kicked off.
Am I spitting into this?
(Off microphone response.)
DR. ZUCKERMAN: Okay, thanks.
They kept getting kicked off. They would write something, it would get deleted, they
couldn't express those views. So all the positive experiences were being included on
websites but not the negative ones. And because of Facebook, there are now Facebook
groups such as the Essure group that you heard about, breast implant groups, other groups
with tens of thousands of patients sharing their experiences on Facebook, finding out
they're not the only ones, finding out from other patients what their options might be.
These are very important.
But they're also very important real-world evidence that can be used for research.
For example, our research center did a study reaching out to one of these Facebook pages,
the Essure problems page. We got 1,100 women participating in a study in a very short
period of time. Now, we all know that's not the most scientifically valid way to study things,
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but we were able to look at the patterns, the patterns of complications reported by these
women, and that's very important because it can help decide what other kinds of research
needs to be done when you've got thousands of patients all saying the same things.
Sometimes these are symptoms don't end up in medical records, such as their hair is falling
out or they just feel fatigued. Sometimes these are not reported. And so you can get that
information from social media and particularly from Facebook and use that to decide what
complications need to be studied.
I was at the NEST meeting from MDEpiNet that FDA had a few weeks ago, and I was
really struck by how the registries and NEST are going to be focused so much on certain
kinds of information that's supposed to be real-world evidence, but it's really limited. So,
for example, I asked one of the registry speakers, well, what happens if people go to a
doctor who's not in the registry? So, for example, if it's an orthopedic registry for hip
implants but the person goes to a rheumatologist instead or something. The same thing
with breast implants, you have a lot of women going to rheumatologists; that would just
not get in those registries. So the registries tend to be focused on particular medical
specialties.
In addition, a lot of these ways that data are being used from the real world don't
include people who die. I mean, obviously, people who die are not on Facebook either, but
you know, you have people who are very, very sick or who have died, and that data is just
not going to come up in many of these different types of platforms. So I'm sure I have a few
more things I wanted to say.
So, again, I just want to focus on the fact that so much of what FDA has looked at so
far and so many patient groups, for a variety of reasons and often from funding sources, are
focusing on, you know, getting treatments more quickly, talking about which treatments
work best, and what we're missing too often are the people who have been harmed and
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what we can learn from the people who have been harmed, to improve products so that
fewer people will be harmed and so that strategies can be developed on how to help those
patients who have been harmed.
Thank you very much.
MR. CONWAY: Great, thank you.
Our next two speakers will approach together, Jake Haygood, Youth Council
Representative, International Children's Advisory Network (iCAN), and Hampton Woods,
who is also Youth Council Representative from iCAN.
MR. WOODS: Hello, everyone. I am Hampton Woods, a liver transplant recipient
and have been recently diagnosed with May-Thurner syndrome. I have participated in
clinical trials.
MR. HAYGOOD: All right. And I'm Jake Haygood, and we are two high school seniors
from the Atlanta, Georgia area, and we're representatives of the International Children's
Advisory Network, or iCAN, which is a global consortium of youth advisory groups working
together to provide a voice for children and families and help research.
MR. WOODS: We represent the future of research innovation. iCAN's mission is to
foster greater global understanding about the importance of pediatric patient and caregiver
voice in healthcare, clinical trials, research, and innovation. We meet globally once a year.
This past summer we held a summit in Scotland, and this summer we will meet in Kansas
City.
Currently, we have 22 chapters worldwide, with our newest chapter, KIDS Congo in
Africa, joining us 2 months ago. Our youth members range in age from 8 to 18. Many have
had a critical illness or live with chronic or rare disease. Together, we connect with similar
youth advisory groups around the world, share ideas, best practices, challenges, and
cultures; learn from one another and capitalize on expertise; collaborate among
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stakeholders in research, innovation, advocacy, children and families; advocate for the
health and well-being of children around the world.
MR. HAYGOOD: Okay, so some of our projects include giving feedback on a storyline
for a gamification app that was actually used in a pediatric clinical trial, an online focus
group, yeah, to help develop an online and interactive tool funded by the National
Institutes of Health and educating children about pediatric research. So teams have also
met with an IT company to complete user testing on an electronic consent program and
provide feedback from pediatric patients and families' perspectives, and recently also
provided feedback about an experience using Stresslr, a free interactive resource online to
help kids learn how to deal with stress.
MR. WOODS: Because we're experts -MR. CONWAY: Sorry, you'll have to adjust that back up and down.
(Laughter.)
MR. WOODS: Sorry. Sorry. So because we are experts in our own care, we are
driven to create innovative technology that supports the need for children, teens, and
young adults to live full lives. In 2015 we were invited as representatives of our KIDS
Georgia chapter to participate in Peds 2040, a pediatric innovation summit hosted by the
International Society for Pediatric Innovation. We were asked to answer a question, and we
chose how do you help improve communication between patients, first responders, and
units of care in a hospital?
MR. HAYGOOD: Okay, so me and Hampton actually developed a prototype of a
device to answer this question, and it stored patient profiles on a passive radiofrequency
identification tag and all locally on the tag. So, basically, hospital personnel could scan a
patient with this tag, and you would have an identification on it so they could easily
recognize it and then they could -- I guess their systems could be populated with a full chart
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of their medical information, and this would help patients with complex illnesses where you
can't necessarily fit all of the data you need on like a medical alert bracelet or something
like that. And also they can write to it. So if you go in to multiple facilities with multiple
different EMRs and healthcare record systems, each person along the way could sort of
scan it and write to it and actually see what everybody else has done in the past.
MR. WOODS: We are so happy to be able to attend this meeting today because
pediatric patients sharing their expertise with clinicians, researchers, and innovators is
important. Including the patient voice in research and development of new devices
improves clinical outcomes and general population health.
MR. HAYGOOD: Okay, so if anyone has any more interest in our organization, so
iCAN is sort of an international -- so the International Children's Advisory Network and then
our local chapter, KIDS Georgia, and then the company that me and Hampton created,
Haygood and Woods Co., which is the RFID solution.
So thank you so much.
MR. CONWAY: Great, thank you very much.
At this point, I'd like to ask my fellow Committee members here if you have any
questions for the Open Public Hearing individuals who came forward this morning.
(No response.)
MR. CONWAY: If not, I'd like to take the opportunity as Chair to pose one question
to the two guests that were just up, if you could come back up for a second. So I may have
misheard this, but you mentioned an NIH-funded initiative. Did you also say gaming
technology, that you're involved in gaming technology?
MR. HAYGOOD: So it was a gamification app.
MR. CONWAY: Okay.
MR. HAYGOOD: I believe it was to incorporate like some type of game into teaching
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children about the pediatric research process. So I think feedback was given on the
storyline for that specifically.
MR. CONWAY: Okay, thank you very much. And thanks for coming today.
Any questions? Anyone else?
(No response.)
MR. CONWAY: Okay. We appreciate everyone's willingness to share your
experiences and your perspectives with us. Your feedback today will help us assure that the
needs and experiences of patients are included as part of FDA's deliberations on complex
issues involving the regulation of medical devices.
We now invite you, as the audience, to participate in a short 10-minute poll. Please
use your mobile device or laptop to access the SurveyMonkey link displayed on the screen.
Go ahead and put that back up on the screen; that would be great. The results of your
responses will be captured in real time. I would like Commander Chinyelum Olele, I believe
I got that right, to please read the polling questions and the results.
Thank you for participating in the poll. I now pronounce the -- oh, actually. So does
everyone -- is there anyone that's confused about what we're doing here?
(Laughter.)
MR. CONWAY: That's great. So answer the questions. Far from Bennet, we'll go
grab a cup of coffee.
DR. POSNER: A quick question. What's the internet access for people who don't
have internet?
MR. CONWAY: The question is the internet access for those who don't have access
for the room.
DR. TARVER: It's Hilton guest, and there's no code for that.
MR. CONWAY: Great. Thanks, Philip. Yeah.
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DR. TARVER: Sorry, Hilton meeting. I was just corrected, it's Hilton meeting.
MR. CONWAY: So for those who need access, it's Hilton meeting.
(Pause.)
MR. CONWAY: Go ahead, Michelle.
DR. TARVER: This is Michelle Tarver. Are you all able to access the link here, the
SurveyMonkey poll? Okay. So we'll go ahead and move forward with that. I think Anne
Hammer and Commander Olele, if you all wouldn't mind helping our AV staff project the
results from the poll, that would be great.
(Poll.)
MR. CONWAY: Folks, can you put the URL back up? Is that possible?
(Pause.)
MR. CONWAY: So for whoever was requesting the URL, do you have that? Now do
you have what you need?
(Off microphone response.)
MR. CONWAY: Okay, thank you.
(Pause.)
MS. HAMMER: -- be in the poll this morning, and then we had a little bit of a few
issues with the Wi-Fi, that it should be working for most people now. This is, as of a minute
ago or so when the poll closed, you can see that in terms of those who participated, a lot of
us here are patients and industry employees and really run the gamut. For those of us who
are joining online, the link on the bottom will show more updated results for each question.
So in terms of age and gender, it looks like we have mostly females here. You can
see for yourself. Actually, maybe you can't see very well. Females, middle aged, 40 to 49.
This is interesting. In the past 12 months, have you searched online for information
about a medical device? And about 80%, almost 90% have. A few have had doubt, and
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there's about 15 who have not.
So this question, where do you look to find information on how medical devices
work in general and whether you can benefit from them? It looks like people tend to look
in multiple places. Search engines got the highest result; about 80% of people have used
search engines and probably searched in various terms. FDA website is up there, which is
good, good news. Other government sites and directly from healthcare providers and
device manufacturers or other.
And then in terms of which sources people trust the most for medical device safety
information, FDA website wins again, 65%. It looks like a few people have also chosen their
healthcare provider as secondary.
And that's it. Thank you for participating in the poll. I'm sorry if we had some
technical issues, but we will be putting these on tables. If you'd like to also get the results,
the website will be listed on the site.
Thank you.
MR. CONWAY: Great. Well, thank you very much for participating in a poll in live
time. I now pronounce the Open Public Hearing to be officially closed.
Let me go through what our next steps here are. We'll now break for lunch, and
Committee members, as a reminder, please do not discuss the meeting topic during lunch
amongst yourselves or with any other member of the audience. The meeting will
reconvene in this room at 1:00 p.m. At that time, I'll open the floor up for open public
discussions, and I will invite you, the audience, to participate in a roundtable discussion
focused on the scenario you selected from the bowl this morning when you signed in. FDA
staff will moderate the roundtable discussion and will be taking notes.
I would like to remind you that Committee members will not be part of this
discussion. After I open the floor for open public discussion of the scenarios, I will excuse
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myself from the room to rejoin my Committee members. The Committee members will
reconvene in this room 10 minutes before the roundtable discussions conclude at 1:35 p.m.
I will ask that all Committee members please return on time. I would like to reiterate that
the audience is to reconvene in this room at 1:00 p.m. You are encouraged to review the
scenario during lunch. Please take any personal belongings with you at this time. Thank
you.
(Whereupon, at 11:58 a.m., a lunch recess was taken.)
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AFTERNOON SESSION
(1:00 p.m.)
MR. CONWAY: Great, it's now 1:00 p.m., and I'd like to resume this Committee
meeting. We will now begin with the roundtable discussion portion of the meeting. Again,
your participation is strictly voluntary. You, the members of the audience, can discuss a
theoretical scenario regarding a postmarket safety dilemma that device companies and FDA
may have encountered. Every table member should have received a copy of these
scenarios. Each table will focus on a specific scenario and comment according to your FDA
table moderator's instructions.
Your active participation and thoughtful comments are important. We encourage
engaged and open discussions as you participate in this exercise. Your comments will be
aggregated with all the comments generated by your table and will be presented to the
assembled group including PEAC members. The scenario to be discussed is found on the
paper entitled Audience Discussion Scenario that you picked up from the registration table.
The tables will have approximately 45 minutes to discuss the scenario and their assigned
questions. There are no right or wrong answers to the questions, and the FDA is interested
in hearing each one of your perspectives. FDA staff will moderate the discussion at the
tables, and an FDA representative at each table will be taking notes.
When I and my fellow Committee members return from lunch, I will ask the FDA
moderators to present the comments generated by the table members. While the actual
roundtable discussions will not be webcast and will not be transcribed, the summaries from
the roundtable discussions will be webcast and will be transcribed. We are especially
encouraging all patients and caregivers in the audience to contribute to the discussion. FDA
attendees are welcome to listen to the discussion. I will now excuse myself from this
roundtable portion and turn it over to FDA to begin moderating the scenario discussions.
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(Off the record at 1:02 p.m.)
(On the record at 1:45 p.m.)
MR. CONWAY: Okay, folks, it's 1:45, and the Committee has returned, so we're
going to go ahead and resume the Committee meeting. We will now begin our roundtable
summations. I would like to ask the moderator from Table Number 1 to go ahead and
summarize your table discussion. And I'll tell you what, before you begin, if you folks could
help us out here, both with the AV team and with the transcriptionist, if you could state
your name. Thank you.
DR. ROSS: So good afternoon. My name is Astin Ross, and I was the moderator for
Group 1 and 2 combined, and they were charged with primarily focusing on Questions 1
through 4, and the first question was about "Based on the scenario, which patient-driven or
patient-focused sites would you visit to collect more evidence about this possible safety
concern?"
So within the group, it was discussed that a lung cancer patient advocacy group
would be a very good resource, as well as potentially leveraging the site the patient trusted
most, and from the poll that was done earlier today, that was actually FDA sites, and maybe
using that mechanism if that was possible, as well as directly asking patients, so having the
industrial company directly ask the patients. They also put out as something to consider,
looking for other reports from a competitor of similar products that could potentially help
inform decisions, so not just their particular product.
With Question Number 2, it was "What are the challenges with using these sources
of data to inform the decision?" And those that were identified were the accuracy of the
information that's received, the amount of data, so you know, generally you do need a
robust amount of data in order to identify trends more reliably, as well as reporting biases.
So, generally, you're going to get very opinionated responses; people generally report when
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they're very, very happy with something or very, very disappointed, so you're not going to
get anybody from the middle of the road, so you might miss some of the people on that
spectrum as well as you are potentially relying on anecdotal evidence, a story here or there,
when you're trying to use these other sources of data.
With Question Number 3, it was "What additional information would you need to
feel more comfortable deciding whether to remove or keep devices on the U.S. market?"
This was another opportunity, our group felt, to look at potentially any analogous devices;
what do they do if they had either similar issues, looking at the frequency of the stroke or
other intended side effect, so how often does it actually happen? And then also making
sure that you're looking at the comorbidities of this particular cancer that may be an
underlying cause for an increased incidence of stroke in this case. They also pointed out
that there are, you know, some other sources such as Apple Watch; and there have been
some studies with the data associated with that around heart rate and things like that and
maybe leveraging some of those sources in combination with some of the other information
that they found previously.
And then for our final question, it was "How could you use the internet to find
patients with the condition to participate in your clinical trial?" And then "What are those
challenges with using this approach to identify patients?" So one of the initial responses is
why, you know, use the internet, right? That's kind of broad to say that. Why not
necessarily directly contact the oncologist and say part of a case study said that this was
reported at an oncology meeting, and also looking at particular patient groups. As a
company, you could look at starting a focus group; you could create your own online
platform as long as you're transparent about it, that is, being sponsored by the company to
collect data or information. And then also really using patient-trusted groups to make the
contact instead of the company. So that would be some of the ways they could potentially
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use the internet.
Now, there are challenges that are associated with that, so part of that is you may
get a lot of data that you actually can't use because it may not be, you know, formatted or
just may not be useful. You also have the issue of verification. Patients may not actually
know what device they have, so that would be a challenge. And then you also could have a
challenge with finding the right particular patients, so then you may need to actually go to a
specific oncologist for a specific device usage, so making sure you have the right patients
that are participating in your call.
And that's really -- we were charged 1 through 4. We did actually get to another
question or two, but that is our reporting for Questions 1 through 4.
MR. CONWAY: Great, thank you very much. Does anyone from Tables 2 through 4
have any additional comments to provide? And if you do, go ahead and come forward and
state your name.
(No response.)
MR. CONWAY: Okay. And now I'd like to ask the moderator from Table 5 to
summarize table discussion.
MS. ULISNEY: Hi, I'm Karen Ulisney from the FDA, and I'm pleased to represent Table
5, like we had a great group, just the composition of our group representing industry,
clinical, human factors, patient advocacy, and patient research. So we had a nice
cross-section.
Our question was "The FDA encourages your company to consider another study
design format instead of a randomized clinical trial to address the safety concern. Would
you consider using a different study format, such as a patient-driven registry, to evaluate
whether there is a true safety concern, or why not?" There was less discussion about
worrying about doing a randomized clinical trial and the ethics of denying treatment to a
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group that could potentially benefit from the therapy and the FDA said to do something
different. So that seemed to drive thinking outside of the standard randomized clinical trial.
In thinking about it as a single-arm study, perhaps the design might look like the next
hundred patients who received the treatment and compare the rate of stroke to an
age-matched cohort.
There was some hesitation with patient-driven registries in terms of the guidance for
particularly the industry members, about thinking of it as sort of gray and not
understanding the framework of what is acceptable in terms of designing a study that
involves patient-driven variables or variables that are collected from patients directly, and is
the quality of that data sufficient.
There was also discussion about opportunities to collaborate, using that term
loosely, with FDA in thinking about what the study design should look like. Having
pre-submission meetings, it was referred to, with FDA can be very time consuming, the
group thought, and they would more like to see an informal interaction with a faster
turnaround time because, after all, we're talking about a patient safety issue, is what was
brought to light, and there are patients at risk. More communication with FDA, then, is the
general theme since the recommendation was to think about doing something different
outside of a clinical trial.
Question Number 6, we actually combined 6 and 7 together; they were quite similar.
"What information would you want to see collected in the registries?" And 7 was "Would
you use one or both registries to help evaluate the safety concerns or would you devise
your own clinical trial?" Collecting all of the data that is necessary to ensure safety in the
registries would be very important. Use both registries. The only problem with the
patient-driven registry is that there's a lot of noise, and separating that from the actual
facts might be difficult. Making sure that the state registry had data available that could be
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analyzed, and at the end, you would be answering a question about whether you are
increasing stroke risk. The patient-driven registries can also provide you with functional
data, quality of life, and if whether you had a stroke or not. On the flip side of the equation,
in terms of patient registries, you'd also maybe get -- gathering data on the device use in
general and perhaps patients who weren't experiencing adverse events and that their
quality of life was better, and do you want to hear from them, too?
And then our last question, "How would you use the registries to evaluate the safety
concern of interest, and what concerns would you have with using activity trackers to
monitor irregular heart rhythms?" Ensure the correct variables related to stroke are
available in the state registry is paramount and that that data is available. And in the
patient-driven registries, you want to be sure that the patients have available the mobile
devices or that you have available data on their past medical history and medications.
There may be some selection bias, and only those patients would participate in those
patient-driven registries that have those devices available.
And, finally, it would be important to understand what the overlap is between the
two registries. For example, are they similar in terms of the patient demographic, age,
gender? Are they collecting some more information on baseline characteristics? And that
was it.
MR. CONWAY: Great, thank you for the summary. Does anyone from Tables 6
through 8 have any additional comments to provide?
MS. SAHA: Hi. Good afternoon, I'm Annie Saha from the FDA. I am representing
Table 6 and 8, so we paired up with the apps.
As far as for Question 5, we actually took a little bit of a different route, even talking
about the studies and format and even taking a step back and looking at the benefit-risk
assessment overall, given that this was a breakthrough treatment for lung cancer, and if it's
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changing the paradigm entirely, that versus the risk of stroke is an important factor for
what we thought would need to be in the design as to how much later does that risk of
stroke come compared to when they were implanted with that medical device, because
that benefit-risk tradeoff may not even be that important to patients with lung cancer if
they've had such an exponential improvement in the state of care. So if we were to do a
trial, it came up with the idea of doing some kind of open label, using the registry data and
any other information in order to sort of answer the question most quickly.
As far as the data for Question 6, information to be collected in the registry, the
short answer was the data that FDA wants, and that includes making sure and verifying the
patients' understanding when they have the stroke, how long was it after the device
implantation, the stroke outcome, any other sort of health history, demographic
information, and that ultimately, as far as Question 7 goes, using one or both of those
registries. Similar to the other group, we agreed that both of the registries should be used
to be able to use the data that probably, hopefully, will be able to provide a more complete
picture from the patient.
And, ultimately, the first part of Question 8, for how to use that registry to evaluate
safety concern, is to make sure we can correlate between those two registries. So that's,
again, similar to what you heard from the other groups and that you might get some
information about how the patients are doing pre a stroke event from the patient registry
versus the actual stroke information that would come from the state databases or state
registries.
And then as far as the trackers, the group was concerned about some of the
reliability because of different human behaviors and the ability to sort of game the system.
One of the things that came up about impacting the reliability and validity as people, you
know, shake their trackers to add up their steps and make it faster or make them look like
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they've done more activity than they have, so that might limit some of the usefulness of
that data. But it would also be helpful to make sure to -- how to correlate that with other
data as well as making sure it's not confounding anything. So that was the summary from
our group.
MR. CONWAY: Great, thank you. Thank you very much. I was just thinking about
the family dog.
(Laughter.)
MR. CONWAY: I'd like to ask the moderator for Table 9 to go ahead and summarize
your table discussion.
MS. NGUYEN: Good afternoon, my name is Mimi Nguyen, and I'm also from FDA
CDRH.
At our table we discussed -- Table 9. We discussed Questions 9 through 12. So to
kind of go over this section at this point for the scenario, the company had completed their
522 study and were then looking to pretty much develop different communication
strategies, going forward, on how to communication this out to patients.
So for Question 9, "What factors, if any, would you consider when planning the
wording and dissemination plan for the safety message to ensure it is understandable and
available to your audience?" It was important for the table that this was a co-developed
message with patients that either have the device and make sure it's being also inclusive of
caregivers of patients who may have had the device and may have had the issue with
stroke, and make sure to use the right language when speaking to the patients and that the
relevant websites that patients were visiting, physicians were using, were also being
considered as part of the strategy going forward and making sure that the right clinicians
and operators were also included.
Question 10, "The FDA and the company determined that the safety message would
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be for a general awareness or public notification. For part (a), based on your market
research findings, which platforms would you use to communicate?" As a table, it was
discussed to use -- making sure that there was FDA safety communications, that sponsors
also made sure to reach out and have things posted on patient websites and other forums,
reaching out to professional societies. And so that was Part (a), which was for the sponsor
perspective.
Part (b) was "How should FDA disseminate the communication to patients?" And it
was confusing because a lot of folks were not aware that FDA disseminates some of these
communications, and so it would just list the FDA website.
And then (c), "Who else should be involved in disseminating the communication
messages to the public, and how should they disseminate it to patients and healthcare
providers?" And it was discussed to possibly talk to health departments of states and other
caregiving organizations that would be able to help disseminate the information since this is
a signal of concern for those who might be involved.
Question 11: Instead of a safety -- just discussing a safety signal, the FDA and the
company determined that the signal should lead to a voluntary recall of the device. So the
table also went through the same exercise of kind of seeing how, now that the safety issue
has been escalated based on what needs to be discussed, was there a change in the
communication strategy? And so here they said they wanted to still use a lot of the same
strategies they would have used for a normal signal but potentially increase some of the
urgency and making sure to also reach out to places of point of care, hospital systems, and
other areas in which the message could be further disseminated.
Question 12: In this scenario, the FDA and company determined that the safety
signal should lead to a restriction of the product in certain patient subgroups. For this
question specifically, it was really to make sure that the information was being
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disseminated appropriately, especially to the various patient groups, online forums that
patients visit, social media, websites; making sure to work with professional organizations
that maybe produce some of the guidelines for care for some of these patients; to do email
blasts; to have potentially FDA write a message to those in the registry to be aware of what
kind of came out of the study they were involved in; and to have parents potentially also
disseminate some of the safety concerns for the specific device.
MR. CONWAY: Great, thank you very much. Appreciate it.
Does anyone from the tables, anyone else from 10 or 12 or 10 through 12 have any
additional comments to provide?
MR. DURFOR: Andrew Durfor, FDA CDRH, moderator for Table 11. So just a couple
of extra things that were in our discussion.
For Question 9, factors to include in the safety communication, we wanted to
mention urgency, risk, alternative therapies, and that the communication should be
ongoing.
For Question 10, with the general safety messaging, we mention that the healthcare
providers should be involved in passing that general safety message on to patients. The
healthcare providers are already a channel that patients are using.
For the recalls, in terms of what communication media, I think the watchword that
came out of our group was "all of them" and then just brainstormed a list of them, which
were covered by the previous group, but I wanted to mention that.
And in terms of communicating maybe not every recall but sort of larger-scale public
service announcements, we wanted to mention Dr. Gottlieb's Twitter was a useful source of
information for some and that it would be really useful if there was an app that clinicians
could use to push the messages directly to their patients so that maybe the clinician and the
patient both have, you know, the app installed; it made it very easy for them to push that
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down. And, yeah, that was it.
MR. CONWAY: Great, thank you very much for your summary.
At this point it is now 2:06 p.m., and what we'll do is go ahead and move to have 15
minutes of open public comments to give anyone in the audience the opportunity to
provide a comment to the Committee regarding the scenarios. Ms. Williams will read the
Open Public Comment disclosure process at this time.
MS. WILLIAMS: Thank you. Both the Food and Drug Administration (FDA) and the
public believe in a transparent process for information gathering and decision making. To
ensure such transparency at the Open Public Comment session of the Advisory Committee
meeting, FDA believes that it is important to understand the context of an individual's
comment. For this reason, FDA encourages you, the Open Public Comment speaker, at the
beginning of your written or oral statement, to advise the Committee of any financial
relationship that you may have with any company or group that may be affected by the
topic of this meeting. For example, the financial information may include a company's or a
group's payment of your travel, lodging, or other expenses in connection with your
attendance at this meeting. Likewise, FDA encourages you, at the beginning of your
statement, to advise the Committee if you do not have any such financial relationships. If
you choose not to address this issue of financial relationships at the beginning of your
statement, it will not preclude you from speaking.
Thank you. I will now turn it back over to Mr. Conway.
MR. CONWAY: Great. Thank you very much, Ms. Williams.
At this time we are opening up the floor for open public comments. At the end of 15
minutes I will close the Open Public Comment session in order to continue with the agenda.
If you would like to provide a comment pertaining to the roundtable scenario discussion,
please line up at the microphone here at the center. Each person, unless we exceed the 15
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minutes, will be given a maximum of 2 minutes to provide a comment. Once a speaker is
finished, the next speaker should immediately identify themselves and begin with their
remarks. I would ask the AV staff to please set the timer to 2 minutes for each speaker, and
again, for the convenience of the AV staff and the transcriptionist, if you could please state
your name.
DR. ZUCKERMAN: I'm Dr. Diana Zuckerman from the National Center for Health
Research, and I should have said earlier when I spoke that our center does not accept
funding from any companies that make medical products, so the center has no conflicts of
interest. I personally have stock in Johnson & Johnson.
I thought the roundtables were really interesting. I guess the one thing I wanted to
add is that there's a lot of optimism about registries, and it has so much potential to
provide great information, but I remain concerned about making sure that registries are
getting information about the whole patient, and it's not just the patient-centered part of
it, although that's obviously very important, but that when patients see doctors or have a
wide range of medical problems, those issues don't always get put in a registry depending
on who's doing the registry.
So when we think about registries, I want to make sure we're thinking about
patient-centered information that isn't only from Fitbits or iPhones or smartphones because
not everybody has those. And there would probably be an age difference as well as a
socioeconomic status difference, but also that physicians from all fields of medicine that
might be relevant, and we don't always know what those are; would some have bad
information? We would need that interoperability; we would need that way to converge
information from different medical sources.
Thank you.
MR. CONWAY: Great, thank you.
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

129

Could the next speaker go ahead and approach the microphone?
MS. McCLEARY: Hello, I'm Kim McCleary with the Kith Collective, and I don't have
any -- I do consulting work for a number of different companies, but this comment doesn't
have any bearing on those relationships nor on my being here today.
And I just wanted to offer a case study that was, well, kind of described by -- the
Institute of Medicine did a meeting on the CDER side on the topic of what is the patient's
tolerance for uncertainty, and they looked back at a case of an MS therapy called Tysabri
that was put out by Biogen that shortly after it went on the market there was a safety signal
with a serious infection called PML that was discovered in a small number of patients. It
was voluntarily withdrawn from the market. The company and the FDA went back, did a
very deep dive on the data. Ultimately, they did some patient preference studies so, early
on, looking at patient preferences for the different benefit-risk tolerance in light of a
potential threat of PML and ultimately changed the indications, so very much like the
scenario, put the drug back on the market, and it's still available today with different
indications.
In 2000 -- I think it was '13 or '14, the IOM used this as a case study and really went
back and had a group from Dartmouth look at the different communication messaging that
came when the drug was put onto the market, when the PML was discovered, when the
drug was taken off, when the FDA was considering whether to allow it to go back on, and
when it was allowed back onto the market, and did a thorough media analysis of what all
the messaging looked like. So it's a really interesting summary that the most information
was when the drug got withdrawn, even more than when it was launched, and it was a very
-- it was one of the early -- Phil will know this history -- it was one of the early diseasemodifying therapies, so it was big news in the MS community. And then less and less, even
when the FDA decided to put it back on the market, there was less information. So I think it
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just goes to show -- and, of course, it was an earlier time in the late 2000s, not as much
social media, but the importance of kind of targeting the messaging and getting it to the
right people who need it.
MR. CONWAY: Great, thank you very much for your comment.
Next speaker.
MR. HOWELL: Good afternoon, my name is Tony Howell. I'm with a privately held
for-profit company called rareLife solutions. We build online communities for people with
rare diseases, and we do receive funding from both advocacy organizations and the
pharmaceutical industry.
I'm here today as part of listening to the cases that we were asked to discuss, and
the issue of verification of people within the communities has come up. And my firm has
dedicated a little bit of time to commentate on some of the CDER work in this area as well,
and they have reviewed our comments about the importance of verification to the point
where they were asking questions at their last meeting about the importance of having the
patients verify it before you start looking at this kind of data.
And so as part of that effort, they've incorporated in their recent guidance
something called identifiable patient communities, and it is an attempt to start looking at
the issues of fraud and issues of data integrity with respect to the source that it's coming
from. And I posit it as part of this new world of data. It's not just going to be here in the
healthcare sector, but generally, as data becomes more valuable, people are going to want
to get compensated for that, which also would give rise to the opportunity for more and
more fraud. So understanding where that data comes from and having verification systems
put in place early, I think, is an important thing for the Committee to consider.
Thank you.
MR. CONWAY: Great, thank you very much.
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Do we have any other speakers that would like to use this? We have several minutes
that are left. If not, we'll head into the agenda.
MR. SNODGRASS: Good afternoon, my name is Matt Snodgrass with Syneos Health.
No affiliation for being here with any of industry.
One of the earlier comments that resonated for me was the use of social media to
find signals in perhaps adverse events. I think that would be a tremendous opportunity to
use that in aggregate. Using it in actual would be such a challenge for verification of
accuracy and just the sheer amount of data, but I think that sheer amount of data can help
in tracking this in the aggregate. I think where FDA could help, or perhaps with a publicprivate partnership, would be to set guidelines for standardization of monitoring for those,
because those can be tracked in many various ways using many various social media search
tools. So developing a set of standardization for tracking, I think, would be very useful.
MR. CONWAY: Great, thank you very much.
Any other speakers that would like to use this public comment time?
(No response.)
MR. CONWAY: Okay, if not, thank you. Just one quick note. We purposely worked
with the FDA team to structure this public comment time throughout the meeting because
we wanted to make certain that it had the feel and the actual substance of patient
engagement. So we appreciate everybody working with us on the agenda and as we roll
through the day.
At this point let me just let you know that the willingness for everyone here in the
room to share your perspectives with us is important, that your feedback will help us assure
that the needs and experiences of patients are included as part of FDA's understanding of
complex issues involving medical devices. If you didn't have the opportunity to provide a
comment and you would still like to do so, you may send your comments to Letise Williams
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at Letise, L-e-t-i-s-e, dot Williams, W-i-l-l-i-a-m-s, @fda.hhs.gov, and she will provide the
Committee with your comments. Ms. Williams's contact information is also listed in the
September 24th Federal Register notice, Patient Engagement Advisory Committee notice of
meeting.
I now pronounce the Open Public Comment portion of the meeting to be officially
closed. At this time I'd like to thank everyone for participating in the roundtable
discussions, and now we will move to Open Committee Discussion and clarifying questions
from the Committee.
As a reminder, although this portion is open to public observers, public attendees
may not participate except at the specific request of the Chair. Additionally, we request
that all persons who are asked to speak identify themselves each time. This helps the
transcriptionist and the AV team identify the speakers.
Does anyone here on the Committee have any clarifying questions for the FDA
moderators on the scenarios that were presented? Great, Anna.
MS. McCOLLISTER-SLIPP: Hi, thank you very much. So just a couple clarifying
questions for the FDA. So one thing that isn't particularly clear to me, as somebody who
uses multiple devices, many of which work really well most of the time but ultimately fail a
lot, I have Type 1 diabetes and use a pump and a continuous glucose monitor, a variety of
different blood glucose meters, and some other stuff to help monitor my complications, is
in the past, when I've been involved with these, and I was talking a little bit with you about
this, Jeff, previously, but what is the triggering point for reporting issues with a device? And
what is the FDA's interest in getting our input on this process, or are you? Does that make
sense?
So if my device fails during the day, so if my insulin pump fails during the day and I
catch it, it's not reportable because it may not cause a severe adverse event, but if it
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happens at night and I end up in diabetic ketoacidosis and I have to go to the ER room, that
one gets reported. The same failure, same device, same level of accuracy, just a different
time of day. So how are those issues being addressed, and is that the kind of thing that
you're interested in getting our input for, for this Committee?
MR. CONWAY: Michelle, could you answer?
DR. TARVER: Sure, I'll start it, and then I'll turn it over to my colleagues if they have
anything else to augment my response with. So malfunctions are something that is
reportable to the FDA; manufacturers report malfunctions, and so we encourage patients
who may be having issues with malfunction of their devices to report it to the
manufacturer, and they will do an investigation of that.
In terms of reporting adverse events, as you alluded to, we welcome reports on our
MedWatch site. I mean, we really do want to hear from patients when the devices are not
performing as intended so that we can do our due diligence to evaluate those and
determine if there is additional actions that need to be undertaken.
MS. McCOLLISTER-SLIPP: Okay. So, basically, still, the triggering requirement is a
severe adverse event or something like that, right?
DR. TARVER: Well, a malfunction -- this is Michelle Tarver. A malfunction by itself is
reportable to the manufacturer because manufacturers report malfunctions regardless if
there is an adverse event. Not every malfunction or device failure has to have an adverse
event to be notified to the manufacturer or for them to tell us about it.
MS. McCOLLISTER-SLIPP: Okay. And then what is the threshold for malfunction? Is
it any kind of -- so if I defined it as malfunction and the manufacturer says it was patient
error, how does that get adjudicated, or does it? Part of my reason for asking is it's feasible
to be able to collect data passively or to be able to collect, you know, real-world evidence
data from the pump or the continuous glucose monitor to be able to determine
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

134

retrospectively whether or not that was a malfunction or not. I'm just curious as to
whether or not the Agency is considering that kind of stuff at this juncture, and if so, is that
the kind of real-world evidence you're interested in us giving you input on?
DR. TARVER: So we are interested in the real-world data that you're alluding to, that
continuous data collection, and looking at that. Because it's fairly novel on how we look at
that and the analytics that are involved in looking at that and determining if there's
problems; we're still exploring how it can be integrated and what should be reportable and
what shouldn't be reportable. I think you heard Dr. Duggirala allude to the fact that there's
a lot of things that we hear about; it's just when is it actionable, and that is sometimes a
challenge when it's actionable, particularly when you're talking about a lot of data, what's
noise, what's real, and what the investigation process is for that. So, yes, I think that we are
interested in that real-world data, and we are already exploring ways to integrate that in
what we do in terms of postmarket safety.
MS. McCOLLISTER-SLIPP: Okay. So another example, I use a continuous glucose
monitor, life-changing device, you know, the company is very responsive to patients, etc.,
but for whatever reason, I have lots of issues with accuracy. I mean, my CGM has been, you
know, showing me errors for the vast majority of the day today, even though my blood
sugar I really would love to be able to see because I'm having blood sugar issues.
So I report those sensors -- if it ultimately fails, I report that sensor failure to the
manufacturers, and they give me a replacement. Do those sorts of failures yet make it to
the FDA's radar? That's the kind of thing that you would be able to -- you know, assuming
you had the resources, you had the manpower, it would be a relatively straightforward
process to be able to mine the real-world evidence of the data stream that goes to the
manufacturer's cloud to see how many sensor errors there are and, you know, it doesn't tell
you what is causing the error, my interface. I know there are much more in-depth data on
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the manufacturer's side, because when you call the technical support people, they have
data sources that I can't see. So are we at a point where that kind of an error or lack of
reliability or whatever it is you want to call it triggers a report to FDA? I'm just trying to
understand where we are at this point.
DR. TARVER: So this is Michelle Tarver. I think that's part of what we want you all to
discuss. We're looking at what is this information, how can we use it, where are the
boundaries in terms of is it something that needs to be something that FDA incorporates in
its postmarket safety activities, and how do we incorporate it. That's part of the questions,
I think, that we would like you all to discuss and deliberate today.
MS. McCOLLISTER-SLIPP: Okay.
MR. CONWAY: Great, thanks.
MS. McCOLLISTER-SLIPP: Wonderful.
MR. CONWAY: We'll be doing that this afternoon. Great.
Go right ahead, Monica.
DR. PARKER: Monica Parker, Atlanta, Georgia, Emory University.
Several people who gave a testimony indicated that the MedWatch site is
dysfunctional. Have we looked into that? For the FDA.
DR. TARVER: So this is Michelle Tarver. I believe they were talking about the
MedWatch app. The MedWatch internet site is functional.
DR. PARKER: Well, then I'll rephrase the question, then. Is that something that we
need to look into?
DR. TARVER: I'm not understanding the question. This is Michelle Tarver. And there
is a way for them to report online on the MedWatch website, so you can still report. It's
not -DR. PARKER: You don't have to use the app is what I'm trying to get to.
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DR. TARVER: No, you do not have to use the app to report any voluntary safety
reports to us. You can do it by paper, you can fax it to us, you can do it online on the
website.
MR. CONWAY: Does that answer your question, Monica?
DR. PARKER: Yeah.
MR. CONWAY: Okay. All right, thanks.
Any other questions here around the table?
(No response.)
MR. CONWAY: If not, we'll go ahead and take a 15-minute break. Okay, thank you.
(Off the record at 2:25 p.m.)
(On the record at 2:40 p.m.)
MR. CONWAY: Great, it's now 2:40 p.m., and I'd like to go ahead and resume the
Committee meeting. At this time let us focus our discussion on questions from the FDA.
Committee members, copies of the questions are in your folders. I would ask that each
Committee member identify himself or herself each time he or she speaks to facilitate the
transcription. I would also like to remind members of the Committee that this is a general
issue meeting, and reference to specific products and firms should not be included in the
discussion.
I would like to remind public observers at this meeting that while this meeting is
open for public observation, public attendees may not participate except at the specific
request of the Committee chair.
FDA, please go ahead and approach the podium and -- or sorry. Please go ahead and
read the questions. Hi, Commander.
CDR OLELE: The FDA's postmarket regulatory activities include advising
manufacturers on the development of postmarket studies (including defining the study
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design, patient population, and outcomes of interest), performing surveillance for adverse
events, issuing recalls, and communicating signals to the public. How do you think
patient-generated health data should be used, if at all, to inform these postmarket
processes for medical devices (that is, fit-for-purpose) listed below? Please specify the
opportunities and challenges of its use for each:
a. inclusion of these data in formal postmarket studies;
b. surveillance for adverse outcomes; and
c. issuing recalls and signal management.
MR. CONWAY: So let's go ahead and start. And, Philip, go right ahead.
DR. POSNER: Phil Posner.
As a confirmatory issue, basically, it's another source of information. I made that
point earlier that there was between data information, information is just something that
has happened, and someone can tell you about, data of something that's been confirmed
and justified, but I think the patients are a source that may have information that's not
available to the manufacturer. And so while I don't say use it and say it's a data point, but
investigate it and find out whether it has been seen by the manufacturer, and if so, why the
manufacturer didn't report it or how the manufacturer handled it.
MR. CONWAY: Thank you.
Go ahead, Bennet.
MR. DUNLAP: Bennet Dunlap.
I guess I should probably start by saying your device may vary, and I think that that
matters because some of these devices are recording significant amounts of information,
whether it's a pacemaker or, as Anna mentioned, some of the diabetes devices. So the
amount of information that the device has will vary from device/device and will significantly
impact its usability. But I think the reality is, and if you get to what the discussion of FDA's
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mission is, is it's about helping patients, and if you don't involve patients in that process,
how can you know if you're helping patients if they're not part of the postmarket review
process?
MR. CONWAY: Okay, great. Thank you.
Go ahead, Elisabeth.
MS. GEORGE: Elisabeth George with Philips as the Industry Rep here.
I think there's a significant amount of importance to make sure that patientgenerated data is brought into all of the large pools of data that are already out there. I do
think we talked a little bit about it during some of the other sessions about, you know, the
technical mechanisms need to be helped to be defined so that you can remove the noise
because there is going to be a lot of noise, there's going to be a lot of potential bad data,
there's potential unclear data, there's all of those things.
I also think that you have to balance the risk of what data you're collecting. It's
important to understand what is the purpose of the data that is being collected. You can't
just randomly, say, throw all the data in there and immediately react to it. You do need to
make sure that you have some understanding of what is the purpose of the data collection.
And then I also just wanted to add a couple of real quick things here about, you
know, I think it's going to be important that there's education across all the stakeholders.
Everybody needs to understand what they're collecting, why they're collecting it; there
needs to be the concept of, forget data ownership, I think it's data stewardship is the word
that I like to use, and I've used that over the last couple of years regularly because I think
that there has to be ethical and responsible entry use and access to that information.
MR. CONWAY: Great, thank you.
Deborah.
MS. CORNWALL: Deborah Cornwall.
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It's striking me, as you aggregate the whole day, that we need to make sure that we
are not expecting technology to give us a magic bullet or a silver spoon solution because I
guess the messages I've heard about social media and data today tell me there's an
enormous amount of information there; it may or may not be valid data, and it will never
eliminate the need for sound analysis by people. And so as we think about what we can do
to create useful data tools or data access tools, I think we just need to make sure that we
are not setting our own expectations higher than it is reasonable to set them but that we
are adapting to what is feasible and recognizing the pros and cons of what we can get and
the need for human analysis to give it meaning.
MR. CONWAY: Great, thank you very much.
Suz.
MS. SCHRANDT: Great, thank you. Suz Schrandt.
So I broke them into subparts. Under subpart A, I mean, I think you could strike the
"if at all" part of the question. I think unequivocally yes, these data should be used; it's
more a question of how. In terms of things like PRO collection or other symptom capture
data, I think it has a potential to be very valuable. What hasn't come up very often today is
the idea that there still needs to be human patients, and this might get a little bit to what
Deborah was just saying. Data can be intoxicating; it can be clean and neat and easier to
use than working with actual humans, and so I think we want to take that patient-generated
data but use it in the context of partnership with human patients.
And so if we were going to collect PRO data and use that PRO data, how do we know,
and this might be what you were getting at as well, how do we know it was important to
the patient community in the first place? Because we partnered with human patients that
said these are the things we should be collecting, this is what's important to patients. That
same issue applies when we get into concerns about interpretation of the data. What if we
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don't know what these -- what's really meant by the data we're seeing? You need human
patients at the table, experts, advisors who are from the population of interest to help with
the interpretation.
I would say it's not only valuable, though, for symptom-captured data and PROs and
sort of that end of the spectrum; it's also valuable when you're setting up a clinical trial or
setting up a study, setting up the study design. There are case studies of this. You can
crowdsource all sorts of questions when it comes to populating a study, figuring out how to
build a study.
Under the second point about surveillance for adverse outcomes, same kind of
concern here. Yes, of course, we would use it for that purpose, but we have to use human
patients, advisors, consultants, experts, to help with the interpretation. If I think about the
arthritis community, we might not say I am in a flare. What we might say is my joints are
angry, my joints are cranky, and I don't think a researcher is necessarily going to flag those
terms as the things to watch for; you've got to have human patients helping interpret the
data.
And then the last point is just about the issuing recalls and signal management. Here
again, unequivocally, patients and patient organizations could have a huge role here. In
terms of sending the information out, it gets challenging. We don't have a lot of unique
device identifiers, it's hard to sort of target information about challenges and, you know,
when people need to be aware that there's a concern. I think once there are more UDIs in
practice, we can contextualize and give that information in targeted batches.
I don't want to forget about, as we have the ability to be more specific and focus our
information to people who have a specific device, I just don't want to forget about all of
those of us who don't know anything about our devices. We don't want to put all of our
eggs in one basket, so to speak, and only focus on people who kind of know what their
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device is and know what to expect. There is a huge community of us who -- Amye used a
car; I like to use my coffee maker. I know much more about my coffee maker than I do
about my joints.
So I think that's it. Thank you.
MR. CONWAY: Great, thank you.
Cynthia.
MS. CHAUHAN: Cynthia Chauhan, patient.
Before I talk about what I wanted to talk about, I want to follow up on what you said.
Patients and researchers do not use the same language, and often a researcher will ask a
question in language that has no meaning to the patient or the patient will answer in
language that has no meaning to the researcher and that affects data. So I support fully
what you said.
Regarding data collection from patients, I believe in very open collection because
with devices, with anything, we don't know what we don't know, and the way to find out
what we know is by listening to people who are going through the experience. So I think
there should be broad collection from patients.
I won't address the social media part because I think there are other ways to address
it that are good, and I happen to live in a state with a very rural population, a very
non-social media population, and I want those people reached, too. So I'm very much in
favor of this.
I think adverse event reporting is extremely important from the patient and
long-term follow-up. Postmarketing studies usually don't go on terribly long, some of them
do, but adverse events happen very long term. For example, with joint replacements,
there's the issue, for those of us who have them long term, and I'm not naming companies
or specific things, a metal being sheared into our bodies and what does that do to us, that's
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a long-term complication. Radiation therapy, there's the short-term complications that are
easy to see; not easy to deal with, but to see. They're the long-term complications that
have not been attended to that are important.
Thank you.
MR. CONWAY: Great, thanks.
Here's how we're going to roll. We'll go to Amye, we'll come over to Fred, and then
-- did I miss you, Monica? And then we'll come to you. Anna, and then we'll come over to
you, okay? Go right ahead.
MS. LEONG: Thank you, sir.
To me, the answer to Question Number 1 is yes. The more specifics are, because I
agree with at least all those fellow panelists who have spoken, that there is fit for purpose
and utility for this kind of data, but it should not be in place of anything else. It should not
ever replace the good old pencil and pen or paper and some sort of format in a way that
someone who does not feel that they are comfortable with any kind of registry or IT piece.
I do want to say and really kind of move more to how does an agency like the FDA
move forward with this? And I'm thinking of rheumatology, orthopedics, and I'm thinking of
cancer and diabetes in particular as examples of tight communities where the patient
engagement is large, varied, and strong; where there is, generally speaking, excellent
dialogue between healthcare professionals and patient research partners and leaders,
patient research partner leaders who have established relationships, that why not ask them
through the formal processes of coming up with a plan that meets these kinds of needs in
ways that are fit for their purposes.
As an example, to see a cancer versus a diabetes versus an orthopedic or rheumatoid
arthritis or osteoarthritis piece so that we can begin to fill in the particulars that are
common, those that are not common. But I think that this can be done because we do have
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relatively fresh, new, and growing tight-knit research communities with strong patient
advocates. So I would pose that as not only a challenge but, probably more importantly, a
great opportunity for these communities.
MR. CONWAY: Okay, great. Thank you.
Fred.
MR. DOWNS: Fred Downs.
Two points: One, the challenge is standardizing that data, recognizing both how the
input and the output is going to be. Second is providing feedback to the patient who
provided that data either knowingly or unknowingly, but the patient needs feedback, what's
going on, what's happening with what I'm using.
MR. CONWAY: Great. Thank you, Fred.
Anna. Then we'll come to you. Okay.
MS. McCOLLISTER-SLIPP: So I have a number of thoughts on this particular question,
and first of all, I think we should acknowledge what is pretty obvious to everybody in this
room is what we mean by patient-generated health data or real-world evidence varies
substantially, and there are lots of different types of data involved. So it's difficult to think
about social media and sort of tweet mining versus doing passive data collection of a device
that generates a 24-hour data stream and analyzing the integrity of that data and figuring
out signals on that.
But I think that when it comes to social media, we need to think about how can we
use that for signal detection, and I would like to see the Agency experiment with that, and I
think you should think broadly about not just social media but just digital consumer-facing
platforms, whether it's Facebook, Twitter. I think we have to look at how can we use search
terms to identify issues. I know when I have pump failures or, you know, insulin CGM
failures or don't know what the error message means, the first thing I do is Google it, and it
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takes me to the right place. There's got to be some ability to use that as a signal detection.
And then when it comes to, you know, postmarket registries, things such as
patient-driven registries, PROs that are app based, that are real time, that can collect a
number of data points on different topics; and then sensor and app-based PRO, so apps that
allow you to connect real-world sort of phenotypic or event-driven issues at the same time
that your sensor is detecting or having issues, so that if there's an issue with your product,
there's a way to report it in real time so the two data sources could be connected.
And then I would love to see the Agency get further into developing ways for passive
data analytics or passive data collection so that we can get to the types of issues that I
referenced previously. So, you know, I have lots of issues with sensor accuracy and what is
the reason for that. You know, you call tech support for the company, they don't tell you
anything. Who is analyzing that data? What's the problem? Do I have to wait for me to
have, you know, an urgent low blood glucose in the middle of the night and the sensor
doesn't pick it up before it actually gets reported? There have got to be ways that you can
use AI on top of these, you know, datasets that are collected constantly by the company in
a cloud-based system to be able to detect that kind of stuff when it comes up.
And I really kind of think that the Agency, they need kind of like a collection, a toolkit
or a toolkit of toolkits that allow you to use different types of signal detection methods for
the different types of data. I mean, the data that I'm talking about for my devices, you
know, you could get from a defibrillator or some of these other devices that operate 24/7,
that's very different than the kind of data that you could use for signal detection for joints,
you know, joint replacements. And, you know, what are the kinds of tools that the Agency
can develop that would be reflective of the communities for those specific devices? And
that's something that I think that the patient community could be very involved in giving
feedback and input into what sorts of surveillance, whether it's signal detection or
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verification or trial mechanisms and methods that, you know, might be most effective.
MR. CONWAY: Okay, great. Thank you.
Before I come over to you, Katherine, Monica, did I miss you?
DR. PARKER: No.
MR. CONWAY: Okay, great.
Go ahead, Katherine.
DR. SEELMAN: Thank you, Paul. I'm a technical person.
MR. CONWAY: With the assist. Thanks, Philip.
DR. SEELMAN: After getting beyond -- and I guess we are beyond the question of
whether this is scientifically based data, then the next question is what is it if it isn't and it's
for-purpose data? And then, traditionally, what this for-purpose data measured, what are
the metrics? So let's ask what are the metrics? Customer satisfaction has always been one
of the metrics for this, and it's important and we know it's important. Another is rating the
device in terms of failure rates, for example, reliability, quality of service, that kind of thing,
which when we were in wheelchair research, they carry a sensor on a wheelchair, and those
are the kinds of things you could find. And they're very important, but they're different
than scientifically generated sample size data, and I think that Dr. Posner was pointing that
out, as I was, this morning.
So thank you.
MR. CONWAY: Sure thing, thank you.
Necie. Go ahead, yeah.
MS. EDWARDS: Necie Edwards.
I'm all for patient-generated health data being used for surveillance for adverse
outcomes as well as issuing recalls. I know more about recalls that pertain to my vehicle as
well as my airbags but nothing about devices that I currently use. So it would be very
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helpful, as a patient as well as a patient advocate, to be aware of this type of information.
MR. CONWAY: Okay, great. Thank you.
Monica, anything?
(Off microphone response.)
MR. CONWAY: Okay. Great.
So at this point, what I'll do is I'll go ahead and characterize back to you, Dr. Tarver,
the responses on this. In regard to Question Number 1, I'd say that the Committee
generally believes in the utility of the application of data for multiple purposes including the
three that are presented here under Question 1. However, I think there is also consensus
on the fact there are many caveats to that. On the positive side there are applications for
recalls, there are benefits for industry, there are benefits for patients, patient
organizations, the applications for PROs.
But in the discussions, what's very clear is, from a patient and consumer focus, the
language has to be clear, it has to be understandable, there has to be some standardization
of how data is used and applied in these different situations, and probably most
importantly, I think you'll see that there's consensus on several notes of importance. One is
how data integrity is approached, the security of personal data. Also, in terms of how it's
collected is important. And I think the other thing, and it was probably characterized best is
in terms of the ethics that surround it, I'd say in general, but I think as we move through
these questions, you'll see that the concerns about individual information and identifiable
information and how that's used by the Agency is a great concern to the Committee.
So I'll ask you if that is responsive to the question.
DR. TARVER: Yes, thank you.
MR. CONWAY: Great. So our next question. Thanks, Commander.
CDR OLELE: Potential challenges that exist for using patient-generated health data
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to inform regulatory activities include the following:
Results that do not reflect the true outcomes, stemming from problems

•

selecting the study population, designing the study, or analyzing the data;
Data quality and integrity (for example, missing data, duplicated patients,

•

fake patients, manipulation of data); and
Applicability of the information to all patients living with the condition.

•

a. Are there other considerations unique to patient-generated health data that
were not mentioned?
b. Please provide your thoughts about approaches to mitigate these challenges for
each type of patient-generated health data:
i.

Social media,

ii.

Sensor-related data, and

iii.

Patient-driven registries data.

MR. CONWAY: Great, thank you.
So we'll go ahead and begin. Necie.
MS. EDWARDS: Necie Edwards.
One thing that wasn't mentioned that was of interest to me, as a patient as well as a
patient advocate, is I really feel that we can get more patient data if patients were really
not -- well, that's the wrong word. If patients really felt more comfortable with sharing, and
the reason why I say that is that for a lot of people of color, when it comes down to, for
example, clinical trials, releasing certain information, you wonder how is that information
going to be used. The other thing, too, is when it comes down to this data, who -- let me
look at my notes here -- who's going to have access to my data? I, as a patient, will I have
access to my data?
And then part (b), when it comes down to social media, I see a lot of things on social
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

148

media when it comes to people sharing different things, and what happened to me a month
ago was I had posted some things related to, for example, fibromyalgia and chronic pain,
and some people reached out to me in regards to my post, but they were fake patients.
They were working for marketing companies, and they were trying to interact with me to
get information, but they were posing as if they were a patient who was going through the
same thing that I was going through, and that was a real big turnoff using social media
because that's not how I use it. You know, I want it to be total transparency. If you are a
marketer, tell me who you are, you know, just be up front with me, and that way I can
decide if I wish to engage with you or not.
MR. CONWAY: Great, thank you.
I think we're actually going to have full engagement around the table, so let me jump
back over to Katherine, and we'll come back down on this side. Go ahead, Katherine.
DR. SEELMAN: The one that concerns me a great deal, since we struggled with this
in research over the years, is in traditional research, usually the subject has pre-interviews
in which they identify and respond to demographic data or demographic information which
not only includes names, gender, but ethnicity, racial and so on and so forth. And with
these approaches today, we don't know, and there's a basic question of equity and fairness
in how we handle it that comes in here, and I have to think about that for a while, but
anyway that's my thinking now.
MR. CONWAY: Okay. Thanks, Katharine.
Philip.
DR. POSNER: Phil Posner.
I agree with Necie, and that's a large group, but it's a question of you won't get all
the data that you need or information you need just based upon the fact that we're from
the government, and we're here to collect data, and that's Hispanics, African Americans,
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and people from the '50s, like me, with Joe McCarthy. So we're just saying that you have to
admit that you're not getting all the data that's out there for various and sundry reasons,
and perhaps you can expand it by getting a little more trust and gathering the data through
community organizations who people will trust more than the government in many
instances.
The only question I have is when you're collecting the data -- I grew up doing
comparative effectiveness research, and that was very exclusionary. You had to have a
perfect control for a perfect question to be asked, whereas large pragmatic studies take
into account a lot of other things that are going on, and a lot of the patient data that you're
going to get from websites, social media, whatever, you have to look at comorbidities, you
have to look at socioeconomic issues, you have to look at what the baseline is for that
particular person's input. And so, again, it's information, but it's up to the FDA to decide
how they're going to analyze that information to take out all the noise.
MR. CONWAY: Great, thank you.
Go ahead, Elisabeth.
MS. GEORGE: Elisabeth George.
First, I'd like to agree with Necie's comment. I think ethical transparency is key
during this whole process. But the other thing, when we look at this question about what is
missing, if I think about it as a manufacturer, when I get a complaint, I have a whole series
of questions, you know, finding out about comorbidities, finding out about what was the
state at which somebody was in if somebody's having a particular incident occur; you know,
if it's a mobile device, were they sitting down or were they active, or were they asleep or
were they awake, you know, all those kind of things because those are imperative for me to
do an effective root cause analysis to understand how to address that, how to take action
on that, how to determine if it's a reportable event or not.
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

150

And so those would be things that would probably be missing in social media
because you might be just throwing something out there and, you know, social media, you
post it when you have time, you know, when you're waiting for your taxi to show up, so it
may have occurred 3 hours ago, 10 hours ago, maybe 3 weeks ago, and you don't have all
that information, so there's a lot of lack of information.
MR. CONWAY: Okay, thank you.
And just so folks know, we're literally whipping around the table, and then we'll
come back around in the other order for the next question, okay. Go right ahead, Bennet.
MR. DUNLAP: Hi, Bennet Dunlap.
I guess I'm not so sure that it's the government coming to ask you to give your health
data to a registry or something; it's more like when you need a sponsor of a medical device
that's doing a postmarket study, and that's a different thing. I think it's really important
that that data outlives the sponsor somehow; how to do that is beyond me. But, you know,
if the Bennet Dunlap Company creates a service and we're taking care of your diabetes and
then our financial model blows up and we have this wonderful wealth of data that's the
patients' data, it should be available to benefit them post the Bennet Dunlap Company, and
it shouldn't be proprietary and private to a nonexistent entity.
MR. CONWAY: Okay, great. Thank you.
Deborah.
(Off microphone response.)
MR. CONWAY: Okay. Fred.
MR. DOWNS: Fred Downs.
I think you have to take into consideration the experience of the patient with the
device or using the device, how long have they been using it. Their reporting at the
beginning of the process may be completely different than the middle or the end of the
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process. That second little bullet down there, fact checked on data quality and integrity,
that's common sense, but it has to be done and how often is it going to be done. And then
the (b), 2b, i, ii, and iii, if I was ranking those, I'd put sensor-related data as probably the
truest; your patient-driven registry data, medium value; and social media I'd put as less
valid because there's no control. It's more like the Wild West what people put on that
social media.
MR. CONWAY: Great. Thanks, Fred.
Go ahead, Amye.
MS. LEONG: Again, a very, very interesting question. Areas that we, as in FDA, may
be able to have influence over, but certainly in a free enterprise situation, it's a free-for-all
out there. There is great value, but how do you manage value? How do you manage at
least a bottom line, as we previously discussed, minimum requirements of. I kind of, as a
patient who holds many pieces of metal inside this body to keep me functional, feel I have a
sense of responsibility to tell whomever, and it changes during the life course of your age as
you age with these devices, to tell an authority about where I stand and how well it's
functioning and how not, and not just the originating doctor because that person may not
be around anymore, they may not have a practice. But there should be some sort of joint
communiqué and a sense of responsibility where the patient who agrees to go through this
because they have to, need to, want to, has a certain responsibility therefore thereafter to
report on some sort of regular basis of whatever that might be.
At the same time, doing it via social media, as other people have said, I agree, it's a
free-for-all out there, and the idea of being identifiable as a patient, we verify who we are
every time we walk into our doctor's office, every time we have to pay a premium on a
health insurance bill. Once that's done, my information can be de-identified and then
aggregated in such a way that it could be helpful.
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So I think that there is a process that can happen. I think that the patient data,
patient-driven registries, we have wonderful examples in the country of Sweden where
everybody who has anything done has to be a part, it's a national requirement, and
therefore their data registries are the best in the world, and the results of the studies that
come out of Sweden are literally the best in the world because they have cooperating
patients as defined by the government. So I think that there is cause and effect and good
application for an investment in this area.
MR. CONWAY: Okay, great. Thank you.
Cynthia.
MS. CHAUHAN: Cynthia Chauhan.
Question 2, the section on results, what do you do about results that do not reflect
the true outcomes, etc. I believe that patient engagement in the design of trials would go a
long way to lessening that problem, that needs to be looked at, and I would like to see the
FDA encourage that. I have watched the FDA encourage/mandate PROs in trials, and that's
what makes people do things in trials when the FDA says we want this. So I think we should
really look at patient engagement in design of the trials, and that would address that issue.
Applicability of the information to all patients living with a condition, I consider that
an impossible goal. Knowledge about it to make sure whether or not it's applicable is
important, but I cannot think of any single thing that is applicable to all patients living with
a condition.
Sensor-related data, I want to really support what Amye just said. Those of us who
live with sensors in our bodies, it takes a little getting used to, and they're in our bodies, for
the most part, for the rest of our lives. So that's long term, and there's not long-term data
on how that affects our bodies or how our bodies affect the sensors, so I think that
postmarketing needs to be looked at for that.
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

153

I think that's everything. Thank you.
MR. CONWAY: Great, thank you.
Suz.
MS. SCHRANDT: Great, thank you. Suz Schrandt.
I have two quick points on the sensor-related data piece, and I always have
something I'm worried about, and this has become my new thing. So I'm worried about
data from sensors supplanting patient report or patient experience, and so I just strongly
urge the FDA to either fully require some sort of patient report corroboration to sensor data
or at least make it strongly encouraged. I mean, I think all of us have had the GPS
navigation system to tell you to, you know, drive into the lake or whatever it might be.
(Laughter.)
MS. SCHRANDT: Devices can be wrong. And even if it's user error, you're not going
to catch that unless you have a patient report to corroborate, so that's point one.
The second point, and this actually goes way back to the morning, someone captured
it, captured my concern, and this is about sort of personalization and sensitivity of devices.
So one of the speakers talked about actually using a sensor to be able to measure or track
range of motion, and again, kind of putting on my arthritis patient hat because I can't take it
off, it's who I am, if you've had the disease for any length of time, especially RA is
destructive right away, your body is different and every patient is different.
And so if it was an attempt to sort of track normal, "normal" range of motion -- and
he was talking about it post-joint replacement -- normal knee range of motion is going to
depend on the body that the knee was implanted in, and I just worry so much about how
you can personalize to the extent that we would need to, to make it accurate for that given
person as opposed to benchmarked against a healthy population, which is how I envisioned
that they would look. And I'm sure it applies to many other disease states; I just know
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rheumatology the best, so it's a big concern. I think it could provide some untrue or some
really confusing data, which takes me back to point number one, which is why we need
patient corroboration for device data.
MR. CONWAY: Great, thank you.
Monica.
DR. PARKER: Monica Parker.
As I looked at Question Number 2, there were a couple of things that jumped out at
me, and one of those, and I talked about it over lunch, was that there needs to be some
kind of standardization of the kind of information that's requested when we are looking at
complaints. Just like when you go to an IRB, there's a set group of questions they ask about
the study and inputs and things like that and things that kind of validate things, so I think
the same thing can be done for device complaints, etc., but that all goes back to some type
of standardization and mechanism to developing some kind of mechanism standardization
and validation of the input that's put into these social media websites or validating those
complaints.
Under (a) it says are there other considerations unique to patient-generated health
data that were not mentioned? And some of the people who testified today did talk about
health literacy and language, you know, English being the first language for most people or
most of these devices. They're frequently put into people who are non-English speaking
who may not be able to communicate with you. But I also think it's important to be sure
that the people who have the devices inserted or to use a device are clear about how to use
those devices, and they may be reporting a misuse, an adverse event or something they
think is not quite right. But it's not that it's not right; it's that they're not properly using the
device that they've got.
And then I guess this is the last piece, (b), it's like please provide your thoughts
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about approaches to mitigate these challenges for each type of patient-generated health
data. I really like the passion of the registries and the advocacy organizations that testified
today, and I think that they offer, actually, an avenue or a mechanism by which we can
validate claims or validate information that comes over on social media, and I think
empowering those advocacy groups and registries to have a correct way to interact, let's
say, with the FDA to make sure that anything that's reported from their respective registries
is accurate and on time, that's another reason for working more closely with advocacy
organizations and registries.
MR. CONWAY: Okay, great. Thank you very much.
Anna.
MS. McCOLLISTER-SLIPP: So I have lots of thoughts on this particular question, but
just fine in a way, in no particular order. I think one of the things that we need to be able to
do, as a committee or more broadly speaking, is to give FDA the permission to be able to
experiment with different models and different methods without being punitive. So, you
know, there are so many different requirements, because it's a government agency, to have
a broadly representative population for every kind of experiment or study that it does, and
it's important, I understand why it's there, that needs to be there, but as we're asking the
Agency to begin experimenting with these new types of data analytics and analysis, they
have to be able to start somewhere.
So if the collection of people who have, you know, continuous glucose monitors that
connect to an iPhone isn't representative of the entire population in terms of age or
ethnicity or geographic distribution, we've got to give them the ability to say that's okay for
now, as a starting point; we'll figure this stuff out later as that goes. Whether it's that or
whether it's new methods for signal detection through PROs or a sensor, you know, Fitbit
types of sensors, activity trackers, etc., there has to be a way to give the Agency and
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industry the ability to experiment with things that may not be particularly good or
successful experiments at first.
One of the things that I think is absolutely critical that has been an ongoing issue for
patients, and I think it's one that the Agency could have more impact on, is the availability
of data in a machine-readable structured format. We still have a lot of data that is being
generated by the interaction between a medical device and a patient or a patient's body,
and not all of that data is actually accessible in a way that is usable to the patient for their
care or is exportable by the patient to be able to contribute to a patient-driven registry.
That, to me, is insane at this point in time. It's relatively straightforward to be able to
require open APIs; there are ways of doing it to still protect the identity and the integrity of
the data. I know that cybersecurity is an issue, but there are ways to be able to do both.
I think the Agency really needs to step to the plate in making that a requirement as
part of its mandate to do true medical device safety surveillance, particularly when it comes
to devices such as defibrillators, you know, continuous glucose monitors. I have access to
my blood glucose data, but there's a lot of data, you know, that the manufacturer has
access to through their platform that I don't have. Now, do I know what to do with that
data? Not necessarily, but I know some patients who are hackers who would be able to
figure that out. That may be something that could be relevant, and it could be incredibly
helpful if we would be able to get access to all of the raw datasets.
And, secondly, if the manufacturer is collecting any data, I think that data needs to
be transparent, not just to the Agency but also to the broader community, and there are
different ways that you could do that to make it safe. I know that there are competitor
issues, but I don't think issues related to competitor advantages are sufficient to explain or
excuse restricting access to data, and that has been done, or they come up with other
constructs for, you know, restricting access to certain datasets to patients versus
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physicians. And that, to me, is insane, and I think if the Agency is going to be able to use
real-world evidence, we should be able to be able to access that structured data in a usable
format, be able to pool that data as a patient population and do our own analysis, and be
able to compare that with what the company is actually coming out with and what the
Agency is acting on.
And then in terms of ways to mitigate some of these issues, I think there's a real
difference between are we looking retrospectively or sort of passively or actively collecting
data, you know, to look for signal detection or something along those lines, or are we using
patient-generated health data in a prospective manner? There's a lot of concerns about
quality and integrity of data, you know, repeatability, etc. There are many of those same
concerns with randomized controlled trials, and we like to pretend, in the medical world,
that because something comes from a randomized controlled trial, that that's a perfect
dataset, that it's the gold standard, but there are lots of issues with randomized data that
comes from randomized controlled trials. Is it representative of a broader population,
particularly when it comes to devices? There are safeguards in place to be able to suggest
that there is more data integrity, but you know, there are issues related to that as well.
And if you look at doing citizen science data collection and reporting, which we could
do relatively easily with mobile devices or apps or even web-based reporting mechanisms, if
you look at the environmental sector where there's been a lot of citizen science data
collection, sample reporting for many years, that data has been shown to be as accurate, if
not more accurate, than the data collected by the "professionals." So the notion that that
can't done by, you know, patients or citizens in the medical field to be able to do true, you
know, rigorous scientific data collection I think is one that we really need to challenge and
challenge the Agency to figure out how to do that.
MR. CONWAY: Okay, great. Thank you.
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So, Dr. Tarver, in regard to Question Number 2, I'd say that in direct response to it,
I'd say the Committee generally believes that there are multiple considerations that may
have been referenced but which need to be mentioned more, and let me hit a few of those
because I think they're critically important.
One of them is the key factor of trust that's established between patients and -- be it
the vendor or be it the government, and how do you maintain that level of trust going
forward? One of the things that was mentioned about that is the continued and expanding
use of patient organizations to collect data.
One of the other items that was mentioned is socioeconomic backgrounds and
whether or not there are disparities in the data that's collected and applied and being
cognizant of that.
I think you also have several Committee members who have a deep background and
a deep concern about the language, the knowledge, and the preparation of patients to
understand exactly how they're interfacing with devices and how information is being
collected and what their responsibilities are for it.
On the other side of the coin, taking a look at some of these specific issues in regard
to social media and sensor data, I think the Committee would generally agree that, again, as
we move towards patient-generated data, there are a lot of opportunities. However, and I
think Fred summarized this fairly well, I think you have a general sense that there's almost a
default ranking that happens where some of the truest data may be that which is the most
easily collected, which would be sensor data, and in the next tier you'd have patient-driven
registry data where it's being created and generated in association with patient
organizations, and probably the somewhat least reliable in the sense that it's a Wild West
type of scenario is social media.
However, having said that, you have a great deal of interest in social media, but I
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think the Committee would have a consensus of saying that if the data is going to be used,
whether it's sensor, patient registry, or social media, that the imprimatur of the federal
government, as the FDA, is true north. And so how FDA, and I know you folks have made
great progress on this, develops the tools, develops the formats, and develops the
templates through which data can be reported and analyzed and weighed on questions like
that, that's probably the most significant thing, I think, in terms of giving folks comfort in
terms of how your path forward will be. But FDA, again, is in the arena, you're leaning
forward, but unless you folks are involved with the construct of these things, I don't think
there's a lot of confidence. So I hope I've tried to be accurate in summarizing that.
One last caveat, and I think this is an important point that Anna and some others
have brought up, and that is this issue of industry and when industry creates devices, where
does the data go after a product is gone or after a company is gone? Bennet has touched
on this several times.
And the other issue, I think, is access to data, and I think it's fundamentally
important to understand that patients do have an overwhelming desire to get access to the
data that they have that companies may be collecting and be able to, either on their own or
in consultation with researchers or with patient organizations, do their own analysis of the
data, and that insisting on data access is very important, especially for the private sector.
So I'll ask you, is that responsive?
DR. TARVER: Yes, it is. Thank you very much.
MR. CONWAY: Great, thank you very much.
Commander, Question 3.
CDR OLELE: Internet-connected digital health technology and social media could be
used to identify people living with certain medical conditions and underrepresented
populations for inclusion in clinical trials for medical devices. Please provide your thoughts
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on the following topics:
a. Researchers using this approach to identify and recruit patients for clinical
studies;
b. Privacy issues with this approach to clinical trial recruitment;
c. Tools where users give active permission (e.g., blogs, social media
communities) versus tools where users passively give permission (e.g., search
tool analytics);
d. Data collected from digital health technology (including sensors and activity
trackers) for one purpose and used for medical research.
MR. CONWAY: Thanks, Commander.
Okay, now in this pass we'll start over on this side of the table, and Anna, if you'd
like to go ahead and start? And I'm presuming that everybody has a comment. If you don't,
you can just say you concur with the previous comments. Not putting anybody on the spot,
just trying to get a sense of where folks stand, okay.
MS. McCOLLISTER-SLIPP: Can you skip me for now?
MR. CONWAY: Sure, yeah. Absolutely, no problem at all.
Go right ahead, Monica.
DR. PARKER: Monica Parker.
I think the internet-connected digital technology, health technology, is good to be
used for identifying and recruiting patients for studies. I think the privacy approach is -privacy issues with this approach to clinical recruitment should be specific for the study,
and under where it says tools where users give permission, my institution and others are
experimenting with something called an e-consent, getting a consent for specific studies
online versus having to do it in person. And I think that whatever study is recruiting online
should provide a specific consent for the study they're recruiting for such that the person
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can complete that informed consent for that. But I don't think a global blog, social media
community, just go into an internet and give somebody permission to use whatever I put in
there is appropriate because I think that's not really necessarily accurate for whatever study
is being advertised for.
And then, finally, data collected from digital health technology, should we collect
data, use digital health technology for one purpose and use it for medical research? I'm like
no. If you take something from me and tell me this is what you're going to use it for, that's
what you should use it for. If you're going to use it for something else, that's the
transparency, that's the ethics; you need to tell me that. If I'm entering 23andMe and I
want to know about my ethic background, that's all I want you to do with that information.
I don't want you to put it into something where you can take my insurance away from me.
MR. CONWAY: Great, thank you.
Suz.
MS. SCHRANDT: Suz Schrandt, just two quick thoughts.
I think there's utility, there's potential for researchers to use -- I'm thinking of social
media platforms or other places where people congregate online for identification and
recruitment of patients, but I actually think there's a really important role for patient
advocacy organizations to play here as almost an intermediary. I can imagine patients
feeling a little like they had been trolled or stalked, having some researcher you've never
heard of showing up. I think a patient advocacy org could almost be a broker or a conduit
that makes it feel more legitimate.
And then the only other point, I totally echo Monica's point; I'm not super
comfortable with information collected from a digital health technology being used for
research without my approval. If it were to be used for approval, then I just want to
reiterate my concern about patient corroboration. It shouldn't be used on its own in a silo;
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there should be patient report to corroborate whatever the additional sensor has indicated.
MR. CONWAY: Great, thank you.
Cynthia.
MS. CHAUHAN: Cynthia Chauhan.
I'm fine with internet digital health technology; however, I do not want it to supplant
other approaches. There are whole populations that are not reached this way, and one I
can think of is the heart failure population. Most people with heart failure are between the
ages of 60 and 90 when they're diagnosed. The likelihood that they're going to be
conversant with this technology is not strong. Some of us are, but many of us aren't. So
that caveat.
Privacy issues, I don't really have anything to say about that. Tools where users give
active permission versus tools where users passively give permission, I would say that I
seriously doubt if any of us truly give passive permission. That's where you just kind of say
what you have to say to get on where you want to get on, and if you don't agree, you don't
get on. So I think that's a real issue in this area.
Data collected from digital health technology for one purpose in use for medical
research: As I mentioned earlier, I've been in eight clinical trials. I just signed up for my
ninth one today, and I have done the digital. My problem with doing the online digital
consent form is there's no one there going over it with you to address language issues,
there's no one there with you to make sure you read it thoroughly, and it's very easy, when
you're dealing with a three- or four-page single space consent form, to scan because you
just do or don't want to do this.
Regarding use for medical research, in other areas than device, when I have signed
consent forms -- and device, too, I believe -- there is a separate section on the consent form
asking me do I consent to the use of my data for other medical research, and I can say yes
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or no to that. And also on there is a line telling me that I can change that at any time I want
by contacting them. I think that takes care of this very nicely because I do think medical
research is important; we don't always know what we're going to be researching or what
we need to do. If I can be helpful by them looking at my data, I'm okay with that.
Should websites include language to inform patients about all possible uses? Yes.
And, again, with an opportunity, a section for opt-outs. If you're asking a specific thing, let
the patient say yes or no to that specific thing without necessarily opting out of the whole
process.
MR. CONWAY: Okay, great. Thank you very much.
Amye.
MS. LEONG: Sounds like some consensus is building. Amye Leong.
I absolutely agree with all my colleagues who have spoken so far. I think the idea of
using social media as is being done now to recruit any kind of people is good. To think that
that is a way or the way or the major way to recruit underrepresented populations, I think,
is just a nonstarter from the very beginning. I think that there are many other ways; in fact,
there's many multicultural task forces. I was a part of that one for an all-NIH multicultural
outreach program. So a lot was learned with outside consultants in regard to that. I think
that the FDA has an opportunity to learn from a sister organization in regard to that, but
there are other ways.
I think that as we roll these kinds of -- what is a clinical trial and how can you benefit
and can you help others like yourself, I go back to the Bill of Rights, if you will; you know, do
we have a bill of rights for people who want to participate as a clinical research participant,
who want to participate in any kind of study? What are my rights? What if I don't want to
give up X and Y, but I want to give up Z and A through T in terms of information that's being
asked of me? Does that mean I'm excluded, then, in all aspects of it? What are my rights?
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So actually, you can call it what you want, bill of rights, areas of responsibility, not only
from the patient's perspective but also from the researchers and the PI's perspective, all
done in lay language, please, lay language, consumer friendly.
I think that the aspect of a role for our advocate organizations is critical. Not only
our patient advocate organizations but our academic centers are bona fide recognized
institutions where, as we've said and you've said in the survey conducted earlier today and
at the meeting in 2017, our first patient engagement meeting, was that there is a role for
these various institutions to reach out, and they are the carriers, in fact, the primary
carriers of places for reliable information. So why not have some uniformity where there
are minimum standards across, if it's at all possible, academic centers, but certainly as it
gets to particular clinical trials and particular studies and surveys.
What is it that you're suggesting to happen to the patient that you want from the
patient? Is there a time limit to the use of the information? Let's say 3 years from now I
don't want anyone to use my data. Is there a place anywhere where I could elocute that?
There is not. So time-limited information or even no time-limited information, use all that
you want, whatever it is you gather on me, that's great because I want to contribute to
science. There's those kinds of perspectives, but it's ill-defined at this point in time, and I
do believe it's time for us to come to a better definition.
Thank you.
MR. CONWAY: Great, thank you very much.
Fred.
MR. DOWNS: Fred Downs.
I go along with Monica.
MR. CONWAY: Great.
Deb.
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MS. CORNWALL: That was easy. Deborah Cornwall.
I had a couple of reactions. First of all, I was struck by the comment that Suz made
about the role of advocacy organizations, and I think that's an approach that would actually
both help the patient or the individual but also help those organizations. It would put them
-- that broker role is something that I hadn't thought of before, but in fact, there is a bond
that they have, and I say that as a representative of the Cancer Action Network. There is a
bond that those patients have with their community and with the advocacy, the people who
are advocating for them, so I think that was a really good suggestion.
The second comment that I had relates to the differentiation between patient
identifiable data and depersonalized data, the big data, you know, the pot, throwing my
data into a pot, and I think that distinction needs to be made at all points where the request
is being made to use your data. And, certainly, I think the corollary is the distinction
between the big data pot where we're looking for patterns and the clinical trial where we
are trying to solve a specific scientific question.
So I don't know what the particular answer is, and I have some experience in
evaluating research grant proposals where, in fact, scientists are, you know, looking to solve
a particular problem or answer a particular question. I think that there is a role for the FDA
in setting some standards, and I hate to use that word today of regulation, but I think that
there needs to be some form of control that integrates -- you know, I'm thinking of Dunlap,
Incorporated, your comment earlier, you know, that scummy organization.
(Laughter.)
MS. CORNWALL: You know, that -MR. CONWAY: It's a hypothetical organization.
MS. CORNWALL: -- somehow hooks organizations, business organizations, for-profit
organizations, that are seeking to use that data for their profitable enterprise and with an
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organization like FDA that would be setting some standards for how the data will be
protected, and particularly if it is identifiable data, I think there is a particular need for that
kind of framework that everybody signs onto. It's a tripartite, you know; it's the FDA, it's
the company that is soliciting the data and/or the organization, and it is the patient, and it's
full transparency.
MR. CONWAY: Okay, great. Thank you.
Bennet.
MR. DUNLAP: Bennet Dunlap.
I think it's appropriate that the 60-year-old white guy gets beat up as the bad
corporate actor, so with good humor I will accept that. Earlier Anna had mentioned the
importance about open APIs, which is a very specific term, but I'm just going to echo it
because for those people that know what it means, it's very important. I think that
everything that can be done to make sure that a sponsor coming to the FDA to approve a
device or drug can do to make sure, to ensure that their study was done in a population
that represents all of the United States is done, and if they do not demonstrate that, that
should be it. No approval until you come back with appropriate demographics. I don't care
how they get there. They can be creative; they can use social media, they can use
whatever. But if it's not representative of our country, it shouldn't be approved. There's a
concept that serial consent, whereas data moves through a process, they have to go back
and affirm consent from the patient, so I think that's very valuable. Other than that, big
love for Monica.
MR. CONWAY: Great, thank you.
Elisabeth.
MS. GEORGE: Elisabeth George.
So my first statement I'm going to make is, as a good regulatory expert, my answer is
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going to be it depends, because that's what I always tell all of our R&D guys at work all the
time about the regulations. But going through these questions, I mean, the first thing is, is
it says researchers, and what was interesting for me, I immediately thought of academic; I
wasn't even thinking of our own guys doing a clinical study, so that was the first thing that
came to mind for me. But the use of this for recruitment -- recruitment is very difficult, as a
medical device company, to get patients to be recruited for studies. So as a promotional
method, I think it is a good way. I think it is a good thing also, as you said, Suz, about the
advocacy groups because I think that is a strong place to go.
I think sometimes where the challenge comes about is when you have multiple
advocacy groups you have to go to, to try to get that appropriate population. There is that
challenge of getting all of the population, and then even, you know, what is the population?
I say that jokingly because, you know, trying to get the pediatric population in some of
these studies and things like that is always a challenge.
The privacy issue is when I'm thinking social media and it being used as promotion,
I'm thinking this is more of a sign-up method, raising my hand, I'm interested, I want to talk
more, and then it moves to a more private venue to be able to get that additional
information. So the social media is the promotion, the reach-out, the touchpoint, but then
the privacy is dealt with elsewhere.
When I think about the permission aspect, we talked about it a lot, but I guess, you
know, the permission would vary by device type, maybe by risk, maybe by study type,
things like that. It may be something that's obvious that it's okay not to have the active
permission, but again, that has to be something that's really thought about.
And then lastly, you know, being used for one purpose and then for medical
research, I think it should be clear to the patient. But one of the things that always comes
to mind for me is even when I say, okay, go ahead and use my data, what next? Do I get
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somebody calling me back, saying, oh my goodness, guess what? You're in that prevalent
type, we just did this research, and you're going to die at 61. And I'm 60 and, you know, 11
months. Oh, crap. You know, so that's a thing, you know; what is my expectation of the
reach-back out after they've done the analytics?
MR. CONWAY: Great, thank you very much.
Necie.
MS. EDWARDS: Necie Edwards.
If the goal is to recruit people for clinical trials with certain medical conditions as
well as underrepresented populations, I think that internet-connected digital health
technology, using that is great, but I think we need to take it a step further. I think you
really need to go to where the people are at. Sometimes it's not social media. I've met
many people who do not use social media. So if you really want to get to those people,
you've got to go to where they're at. That could be people, believe it or not, barber shops,
beauty salons, coffee shops, talk to people.
I have some tools I'll identify. One is maybe a Tesla approach that I'm going to share
with you. I can visualize a digital tech-on-wheels tour where you're going to these
communities and you're engaging with them at the grassroots level. Or what you can do is
utilize community health workers, have them to go into rural areas and other communities
where they're actually sitting down having talks with people, engaging with them and
telling them why this information is needed, how it will be used, educate them, because
oftentimes if some people are not comfortable listening to FDA or other sources, they may
be more, you know, open to receiving this type of information from other people that they
know, like, and trust.
MR. CONWAY: Great, thank you very much.
Phil.
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DR. POSNER: Phil Posner.
Necie read my notes -(Laughter.)
DR. POSNER: -- about where to go to get people. I'll just address two issues. One is
the privacy issue; the other one is annoyance. The privacy issue, I think the request for
permission to use the data has to be in words of less than one syllable and in a paragraph
less than three sentences because otherwise it's a joke and people will either say, well,
yeah, I really want to be involved and say okay, or people will just say, uh-uh, I don't trust
this.
The other thing is the annoyance. If you've ever donated to anything for anything,
you then get 500,000 other people asking you for money. And if you ever volunteer for a
clinical trial and they share the data, then you're going to get bugged constantly. And even
with the best of intentions in wanting to help do the research and whatever, I think you
have to be very careful to tell people that you will not share the data with anybody else,
you will not be contacted by anybody else unless they write, not check a box, saying they
would like to be contacted by other people.
MR. CONWAY: Great, thank you.
Go right ahead, Katherine.
DR. SEELMAN: Yeah. I've been sitting here, in my mind, with little Venn diagrams, as
a research diagram, I mean, a little, you know -- there's a clinical one. That's where all our
individual protections lie. Well, they're shared in research. And then there's the other one
that's the Wild West which hardly overlaps in terms of protections. Now, this is a vast
aggregate of people, and it is to them that I think I worry about whether, since they're
probably both in my little -- the clinical population and out in the Wild West that there are
increased risks.
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There may be increased benefits, but there are increased risks. And I'm trying to
think of what those risks are, and certainly, accountability and liability are two that come to
mind now, other than privacy, leave privacy alone, and whoever said that I don't want to
give up my individual privacy and informed consent and all HIPAA, all insurance -- insurance.
All of that is in the clinical area, even if we have trouble with insurance. But the Wild West
is the Wild West, and we don't have gun control, so there we are.
MR. CONWAY: We'll -MS. McCOLLISTER-SLIPP: I actually am ready to go at this point.
MR. CONWAY: My apologies, Anna. You're absolutely correct.
MS. McCOLLISTER-SLIPP: No, that's okay.
MR. CONWAY: Set to go.
MS. McCOLLISTER-SLIPP: That's okay. I don't want you to get off that easily. Okay.
So I have an array of thoughts that I've now organized slightly. So, I mean, there are a lot of
different elements to this particular question, as we know. When it comes to using the
approach, social media tools for researchers to identify and recruit patients for clinical
studies, I absolutely think that's -- it would be kind of crazy not to allow that or encourage
that. I mean (a) it's already happening, and I haven't seen or heard of anybody being
offended by it. I get promotions on Twitter or Facebook all the time. So why we would
restrict that in any way? I can't think of a reason why that would happen or why that would
be beneficial to anyone.
In terms of privacy issues with the approach, I mean, as long as it's happening in a
public forum such as a Twitter or like a broader Facebook post -- if it's in a private forum, I
get a little bit -- I get the heebie-jeebies a bit of the idea of a market research firm, you
know, lurking in the background of a Facebook group, to me, and mining the data and not
being transparent about it, I think, is seriously unethical, and that kind of thing should be
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discouraged. I don't know if the Agency has the ability to do that, but if it does, it should
consider it.
In terms of tools where users give active permission versus tools where users
passively give permission, I mean, and if you take a look at the work that John Wilbanks has
done, John's from Sage Bionetworks, who did the eConsent for ResearchKit, that served as a
model for ResearchKit. Actually, what they do is very different than just having people read
it the way we designed it and like consenting, because we all have the attention span of a
gnat without actually reading it. He actually quizzes people, and there's some data that he's
told me about that's not been published, but it's very convincing, that people actually read
it and get it and truly understand, and these are people at lots of different levels of literacy;
it's not just, you know, people with Ph.D.s or, you know, college degrees. So I think there's
some really exciting things that are happening there that have compelling data to back it
up.
In terms of passively giving permission, such as search tools and analytics, I think we
have to be able to use that. I mean, the reality is, whether it's that or whether you look at
the next question for, you know, sensors, activity trackers or, you know, data collected for
one purpose and used for medical research, electronic health record data, that's already
happening anyway. I mean, it's happening from -- you know, insurance companies are using
it, pharmaceutical and device companies are using it, credit bureaus are using it, credit card
companies, lenders. I mean, we're already getting targeted ads; why would we unilaterally
choose to take that ability and that critical data source away from medical research? I don't
think that makes any sense to anybody.
Now, is it ethical for all of those companies to be doing that without active
permission? That's a broader discussion. I think it's an important discussion, and it's one
that should be had, but I don't think that in the name of the broader issue we should
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selectively choose to restrict the use of that data, some of which is very useful, restrict
medical researchers from using it.
When it comes to what the Agency is, you know, able to do or, you know, under the
guise of regulation, that gets a little bit more complex, but I certainly wouldn't want to
hamper the Agency's efforts or to ask the Agency to hamper the efforts on the part of
manufacturers to be able to use those data sources to answer questions that, for me, are
really important around safety and efficacy. They're using it already for preference or
competitive advantage, so why would I say you can't use that to determine safety and
efficacy?
The issue with all of this is transparency and data access, so if you're using search
tool analytics or data sources to be able to demonstrate safety or whatever, the actual data,
not just a PDF or a slide deck but the actual data, should be available for others to be able
to criticize it, scrutinize it, and do their own analytics on it.
MR. CONWAY: Okay, great. Thank you.
DR. POSNER: May I make one quick statement?
MR. CONWAY: Absolutely.
DR. POSNER: Phil Posner.
MR. CONWAY: Yeah, sure.
DR. POSNER: I keep hearing electronic health records, and I'd like to point out the
suspect nature of electronic health records, and if they're used without the patient's input
in correction of electronic health records, a lot of damage can be done to the study, not just
to the patient. So I think we need to know the electronic health records didn't come on
stone tablets from Sinai. Some of them are very good, but a lot of them are only as good as
the people that put the information in.
MS. McCOLLISTER-SLIPP: You're right. I mean, we can have an entire meeting on
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that, and that's not what this meeting is about, but it is being used. De-identified data that
is really easy to re-identify is being used by pharma companies, device companies,
insurance companies, and the vast majority of people have no idea that it's being used. So
why would we unilaterally choose to restrict the ability to use that data as a way to
determine safety or efficacy of a particular device or -DR. POSNER: I'm just speaking to the FDA. If they're going to be using this data,
they have to be aware of the fact that it may be flawed.
MR. CONWAY: I'll take a point of privilege here as Chair and just say that the
imprimatur of the federal government is far different when you get into using things that
are reliable or not reliable, and just because a private sector entity or a nonprofit may be
using it without telling people is different. I think when you look at the history of trust in
government and federal institutions, if you could take a look back in history and through
many different studies and many different efforts, I think Tuskegee probably comes to mind
for a lot of folks and for good reason, that we should use that as a benchmark that a federal
standard should always be the absolute highest.
But, Dr. Tarver, I'll come back to you and see if, in regard to Question Number 3, I
can characterize that for you. What I'd say is that the Committee generally believes that
across the four points here, there are some common themes. I'll start with the FDA and the
role of the FDA, and I know this may be a common theme, and I think the transcript will
show this, that again, the FDA is seen as a source of high credibility for standards. There's
been a mention of regulation, there's been a mention of having FDA set a benchmark for
what is truly representative in terms of a set of data that would represent the population if
it's to be used, and to set a high threshold that if it is not representative, that there be
some type of comment or directive back from FDA for users that would apply this data that
the data be fully representative. That's one theme that has kind of come across.
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The other strongest theme, I think, is on the issue of ethics and again privacy. And I
think Monica has pointed out an issue here that is, I think, a consensus point without a
doubt; the means to go about it range from e-consent in different variations. But I think
this issue of data and the applicability of data for potentially discriminatory activity,
whether that's through an insurance company or any other types of things that people may
be concerned about, has to be paramount of concern.
I also think that Cynthia raised an important question, which is on tools that are used
where permission is granted, that it's almost -- I don't want to put words in your mouth, but
it's almost like a false decision that people make if they have to opt into something for data
to be used or they don't get the service. Does that create certain barriers? And I think
that's been a common concern around the table that you're going to miss a population
potentially that won't participate, or is that really the type of approach that we would call
fully representative?
On different platforms, I think there is consensus that social media allows for
recruitment for folks for clinical trials, but I know that in other worlds, and I'm not putting
words in the mouth of the Committee here, but I think to view social media as a tactic and
not a strategy in and of itself is important, but that tactic has to run alongside efforts that
reach out into communities and in areas where people may go to get a more representative
slice of data to augment.
And the other thing that I would mention that I think was a pretty common theme
here was essentially "nothing about me without me." So the use of data with somebody's
knowledge or not, I think the standard still has to be, and especially anything, I think,
coming from this Committee, I think people would view that as it has to be a high standard
and that people should be fully informed of what their information is being used for. In the
previous question, people want to know if they have access and they can gain their own
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deductions from data that is collected. I think here what you heard was a very strong sense
that people don't want their data used unless they know precisely what it's being used for.
So I hope that's a responsive summary to the question.
DR. TARVER: Yes, thank you.
MR. CONWAY: Great.
Commander, next question.
CDR OLELE: What practices would you want to be put in place to protect patients'
privacy? Should websites include language to inform patients about all possible uses of
their data including medical research?
MR. CONWAY: Great, thank you.
I want to go ahead and start with you, Katherine, and we'll work around.
DR. SEELMAN: My first reaction is that the question is insufficient to the solution.
That is, if people are going to telecommunicate over open, unregulated transmission lines
health related -- then privacy has to go beyond the authority and jurisdiction of the FDA
into partners, and it's very, very important to know that we're in all these systems. But,
nonetheless, we go out of the area of protection, as we understand it in the clinical and
research sense.
So that's my first and only response. Thank you, sir.
MR. CONWAY: Sure. Thank you very much.
Phil.
DR. POSNER: Well, I think we answered it in Question 3, and that is we want to
respect privacy, and I'll repeat what I said before, that the person giving permission to use
the data has to understand the permission that they're giving, not 25 pages and check I
accept.
MR. CONWAY: Okay, thank you.
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Necie.
MS. EDWARDS: Necie Edwards.
What came to my mind was wasn't it recently with the websites, was it GDRP that
websites had to put into place that you would -- if someone was visiting your website, for
example, from another country, that you had to have the right to opt out. I know there was
something not too long ago about the websites, because the reason why I mention that is
because just like that practice was put into place, if I'm visiting your website and I'm giving
you my data, then I expect that you be very transparent with me about how you are using
my information, where is it going, and I also should have the right to opt out of it, and also I
would expect that there is some time limit as to how long you're going to be using it.
MR. CONWAY: Great, thank you.
Elisabeth.
MS. GEORGE: Elisabeth George.
So the couple things that came to mind for me for this one is it says about all
possible uses, and my thought was is intended uses versus possible -- I don't think we know
what all the possible uses are up front when you have that. And the other thing that came
to mind, for me, was is that controlled versus uncontrolled access of the information? You
know, Facebook, obviously everybody that's got an account on Facebook, you don't have to
be a real person even to have an account on Facebook. There is a bazillion unknown -who's behind the name that's on there, so that would be an uncontrolled, versus a
controlled where you literally have to put in lots of information as to who you really are,
and then when you have that, then what are you going to be using that data for?
MR. CONWAY: Okay, great. Thank you.
Bennet.
MR. DUNLAP: I think it's been said well.
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MR. CONWAY: Okay, thank you.
Fred.
MR. DOWNS: Fred Downs.
The first part of that sentence is what practice would you want. The HIPAA
standards, certainly parts of those could be applied, I think, in protecting privacy, and the
second one is yes, websites should include the language.
MR. CONWAY: Okay, great. Thank you.
Amye.
MS. LEONG: I agree with all of my colleagues' statements. Amye Leong, sorry.
I agree with all of my colleagues' statements. I would also add that the education
about privacy is not just a participant-directed effort assuring accurate, if you will, or
appropriate use of their data. It really is also about the team of researchers and data
analysts and data inputters who are working on this; everyone on the team should be
informed of their responsibility to ensure that privacy is maintained.
The question I've always asked about is what happens when I don't like how they're
using my data? Who do I go to? Well, go to the PI. Well, I don't really like -- I don't know
them, and there's just a real sense of going to the top of the mountain perspective that I
have seen. And so the idea of an ombudsman or a designated person in the study, whether
it be the study nurse or whomever it might be, designated to address any and all issues by
the patient about their data, about their use and time limit, I absolutely agree.
Addressing the part also that was mentioned about all possible uses, that's about as
unrealistic as we can all get, and it would take years to figure out, you know, what kinds of
possible uses you might be able to do, and a consent form might be, you know, much, much
longer as a result of that. So I think it has to be very specific for this study, for this time
period, for this use, and when there's an opportunity for more postmarketing surveillance
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kinds of studies, then you'll have to go back to the participant and ask them again. We've
got their contact data; that can be done. So I think that there is a lot more practical
considerations that should be weighed more toward the participant than toward the ease
of actually doing the research. Thank you.
MR. CONWAY: Great, thank you.
Okay, Cynthia.
MS. CHAUHAN: Cynthia Chauhan.
Following up on what Amye said, which I agree with what's been said, instead of
informing patients about all possible uses, giving patients a place where they can say you
may contact me for future use or you may not contact me for future use, and that would
individualize it and, I guess, particularize it so that it would not become a general freeing of
my information.
MR. CONWAY: Okay, great.
Suz.
MS. SCHRANDT: Suz Schrandt.
I just echo what all of my colleagues have already said. The only addition would be I
think a requirement to provide access to or share back data to the people who contributed
it should be elevated just as high as standards for privacy and consent.
MR. CONWAY: Great, thank you.
Monica.
DR. PARKER: I agree with everything my colleagues have said, even that one. That's
a really good one, that last comment. I have nothing further to add.
MR. CONWAY: Okay, thank you very much.
Anna.
MS. McCOLLISTER-SLIPP: I mean, there are lots of different perspectives of privacy,
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and I mean, I would love to find a place or to be at a place where we would be able to have
individuals give granular consent for the use of their data for very specific things,
particularly as it relates to health. We aren't there yet. There are some solutions and talk
to some people who are working on some particularly clever and very promising solutions
that may get us there sometime in the near future.
I mean, as somebody who has, you know, talked a lot in conferences that really bore
my friends and family about, you know, things like data liquidity and the need for open data
and the absolute need for transparency and access to structured machine-readable data,
my bias at this juncture is not to put too many privacy protections in place, particularly ones
that are singularly focused on medical, in part because I don't understand how it would
work practically. So every time I go to Twitter, if I'm going to tweet a photo of my
continuous glucose meter being out again, how does that get mined? Do I want to see a
pop-up from FDA or from, you know, a company saying your data is going to be mined? If I
see that every time I go to Twitter, my head will explode and I'll never like look at it.
So from a practical perspective, I don't really know how that would work. And I
don't think we need to create issues or, you know, alarm fatigue and in that sense make the
problem worse. If we're going to do it with medical research, we should do it with other
types of research that also have ramifications for health and well-being, such as credit
agencies or home lenders or auto lenders or, you know, private schools, whatever. I mean,
we need to think holistically about health, if that's the direction we're going to go.
So, again, my bias at this juncture is we don't have a way to practically protect
patients' privacy unless we get into some really draconian regulations. But, ultimately, I
think the risk that that would pose and the limitations for innovation that that would create
would be far more harmful to patients than the benefits that we would see from any
privacy protection.
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

180

MR. CONWAY: Okay, great.
Dr. Tarver, in regard to Question 4, I'd say that the Committee generally believes
that there should be many conditions to privacy. I think that perhaps philosophically there
might be some difference in terms of whether or not there's a threshold for government or
government utilization of data and other entities in the private sector or what have you, but
on this specific Question 4, applicability to FDA, I think there a couple of quick consensus
points to hit. Again, you've heard about FDA and the importance of FDA, and I think the
imprimatur of FDA in terms of what the Agency handles and uses is high stakes in the view
of everybody here in terms of how patient data might be used by the Agency.
There are a couple of key terms that come to mind in listening to everybody here:
informed consent, transparency, ability to opt out, time-limited data, patient access to data
to be able to find out exactly what that data indicated about them individually. Perhaps the
question of all possible uses goes beyond current imagination. I think, perhaps, if we were
sitting here 10 years ago, we'd have a completely different answer to it; reality is now. I
think we all understand that the march of technology is posing some pretty strong
challenges.
I think that in terms of some other areas that folks felt very strongly about, on this
issue of informing patients, I think everybody would say as much as possible it should be
done by the Agency, or could be done, should be demonstrated. And I think when there's a
review of the transcript, again, I think this is a recurring theme across all prior questions,
that the use of individual data and the application by the Agency is of utmost importance
and concern to everyone at the table. I hope that's responsive.
DR. TARVER: Yes. Thank you very much.
MR. CONWAY: Great.
Commander, Question 5.
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CDR OLELE: FDA communicates to the public using our FDA website, Facebook posts,
YouTube, email blasts to subscribers, blogs, and Twitter. What other mechanisms or
approaches would you like the FDA to use to communicate information about medical
devices?
MR. CONWAY: Great.
Katherine.
We're going to start on this side and come back around. This is the last question.
DR. SEELMAN: One of the things that occur to me is that people with chronic
conditions and disabilities have to function, and they have to live and want to live as full
citizens in society. So the word "accessibility" hasn't come up very much today, but I would
say that the FDA should attend fully to what an accessible website is, what accessible
materials are, the complexities of language, language itself, and considering large numbers
of people from outside. So accessibility is one term.
And another are protections, and really, they are, for the most part, in the clinical
and research areas. And I don't know how FDA says it, but the excitement is something
many people here have felt about the innovations that I feel make this meeting very
exciting, and just what we do with them because they are, if you'll pardon me using it again,
in the Wild West. I mean, there are some that are not, but many that are from not within
the typical protections of research and clinical practice. So what was that? I think the big
one is to somehow show that FDA is doing these exciting things and to do it with
conservative framework.
So thank you again.
MR. CONWAY: Thanks.
Philip.
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(Laughter.)
DR. POSNER: -- since I go first this time. Basically, there are going to be registries for
devices, and I think everybody that's on the registry should get the information that's
relevant to what they're on the registry for, disease-relevant organizations that will be using
those devices, be they MS, be they heart, be they CreakyJoints, local organizations, and this
is a fill-in for Necie, the barber shop, the pool hall, pastors for PCOR. Those are the ways
that a lot of the information does, in fact, get out. In my own family, my sister never listens
to me. She goes and talks to her friend at the beauty parlor about what hip she's going to
get or what knee she's going to get.
And the last one is PSAs, and I think the use of Dr. Google and Dr. Oprah and Dr. Oz,
because, again, these are mass communicators and probably see more people and get
information out, and make sure it's correct information, and I think they're pretty good
about it, if FDA gives it to them.
MR. CONWAY: Okay, great. Thank you.
Necie.
MS. EDWARDS: Necie Edwards.
I was going to say public service announcements, but Phil stole my notes, so -(Laughter.)
MR. CONWAY: Great.
(Off microphone comment.)
MR. CONWAY: That's instant consensus.
Go ahead, Elisabeth.
MS. GEORGE: Elisabeth George.
I think a lot of it depends on the level of risk; it correlates to the method that should
be chosen. I would say that there are a number of people that it's unclear whether they are
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getting the email blasts, and I'm just going to use a very specific example that just occurred
recently, the announcement of the blood pressure medicine that was on recall. I actually
posted it on my Facebook site, and I had 47 of my followers repost it because none of them
had ever heard it, and at least 12 of them were actually impacted, so I was like very excited
with the positive outcome.
And then the last thing is with the TV or the PSA, what's interesting is -- and I don't
know if it's reality, maybe I'm watching too much Hallmark Channel, I'm sorry, but -(Laughter.)
MS. GEORGE: -- Hallmark Channel seems to have a million FDA recall notifications
while the others like NBC, ABC, CBS don't.
(Laughter.)
MR. CONWAY: Thank you.
Bennet.
MR. DUNLAP: I don't know if the boss is still here, but I want to thank the FDA for
taking the attitude that communication is an opportunity and not an obligation.
MR. CONWAY: Um-hum.
MR. DUNLAP: I think that that's something that I've noticed change maybe in the
last decade or so and accelerating in that time period. I've been thrilled to see FDA use
innovative communication techniques. There are as many brilliant people at FDA as there
are disease states that have a regulated device. The more of them that can interface with
patient knowledge leaders, the better.
I know one technique that's been used in the diabetes community a handful of
times, maybe three or four, is a webinar. I had the privilege of hosting two of those. One of
them was actually on an open docket for a regulatory -- I don't know what the correct term
is for those long things that nobody reads. They're 25 pages long; I may be the only one
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that reads them. But the docket was open for comment, and it was an opportunity where
FDA came and in plain language explained what was in the docket. There was over 200
people on the webinar. People were commenting on Twitter. I got out of it, found out it
actually trended on Twitter, much to my surprise, so I thank the FDA for being innovative
and for seeing communicating with patients is an opportunity to serve public health better.
So thanks.
MR. CONWAY: Thank you.
Fred.
MR. DOWNS: Fred Downs.
Going off that same trend, I have down here public TV, and I think any of those kind
of modes would be excellent for getting the word out. And then next I put down there, and
it's not really a joke, but I was thinking cell phone company bill. Along with it, you get a
little folder there that shows you what's going on in the FDA and the medical device areas,
so something like that because everybody gets their bill.
(Laughter.)
MR. CONWAY: Thanks.
Amye.
MS. LEONG: All great, great comments. Amye Leong.
I absolutely agree and add to it. I do believe the FDA really has taken a strong
leadership role, but it can do more. When I, as a patient and patient advocate at the
national level, even at the international level, look at medical devices, there are very few
voices that are uniform that are not industry. They're basically academic-based or
coalition-based or patient-oriented, patient organization-based or NIH, some branch of the
federal government. But as it relates to the owners of any kind of medical device in your
body, this is a perfect opportunity for FDA to bring it to the people, as you might think.
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So the idea of public service announcements, as was said; I would also look to radio,
good old-fashioned radio, whether it be ethnic radio channels, whatever your
preponderance. I myself, as a country western person, love that kind of thing. And so, you
know, you go to it for a good cause or a good reason because it makes you feel good, and
that was the very first time that I had heard the NIH moment, the one moment of
information that NIH came up with in terms of 60 seconds or less of some breakthrough
that was really going on, and that was very effective because it went across any kind of
radio station; they all have to do it in some way, shape, or form. So whether there's video
attached to it for TV or cable or whether it's just audio for a radio environment, these are
the kinds of things that we have the process already in place, so I think that there's certainly
an opportunity for the FDA to boost its image in the oversight of medical devices for our
populations.
Thank you.
MR. CONWAY: Great, thank you.
Cynthia.
MS. CHAUHAN: Cynthia Chauhan.
You stole my idea, you did, you did. But you only stole part of it. I do think TV and
radio are good avenues. The FDA is the most ethical patient-centered organization that I
am privileged to work with. I think the caring and the depth of commitment and knowledge
of the FDA is really phenomenal and is not understood by the general population. As far as
anyone who speaks with one voice to the public, Amye, lawyers. They're right on top of
everything that we do in terms of stopping devices, or you know, they're there with a
different agenda, but they use television, and they use it very effectively.
I would like the FDA to get together with Ken Burns and do a Ken Burns special on
the FDA. He does amazing things; he's very truthful and oriented to what your message is
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and how you get it across. I think it's a real opportunity for us to reach out to the general
public about medical devices and about the FDA's role and about how important the FDA is
to the American population. So go get them.
MR. CONWAY: Great. Thank you, Cynthia.
Suz.
MS. SCHRANDT: Suz Schrandt.
Phil also stole my notes somehow from across the table.
(Laughter.)
MS. SCHRANDT: I just echo that the patient advocacy organization potential here, if
we could almost curate, you know, anything that's relevant in any way to arthritis patients,
that then we could help disseminate so it's sort of a bidirectional operation. And then I
echo Bennet's comments about I just think the FDA really noticeably works at making sure
patients know what's happening, and it's just heartening, and it's a great thing to see
because there are a lot of entities or organizations that don't seem quite as dedicated to
that, so great work.
MR. CONWAY: Great, thank you.
Monica.
DR. PARKER: Monica Parker, Emory University.
And as the lone physician on this group, I want to tell you that just as you're
educating the larger population, you need to be specific about physicians; physicians need
the same kind of information. So if you're going to tell my patient about who they can call if
something goes badly, I'm the orthopedist who put in your prosthesis, I should know
something about what can go badly with that prosthesis.
So I think that, in addition to everything everybody around the table has mentioned,
from talk shows to certainly radio shows -- because Nielsen shows that minority persons
Free State Reporting, Inc.
1378 Cape St. Claire Road
Annapolis, MD 21409
(410) 974-0947

187

listen to radio and get most of their information from the radio, I'm going to stick with the
radio -- but I want to stress, also, that we need to make better contact with medical
professionals who are using and inserting devices, and there should be a minute for
mission, if you will, at every professional society from the FDA for orthopedists, anybody
who's creating a device. I think that physicians have to be just as knowledgeable as the
general population does.
MR. CONWAY: Thank you very much.
Anna.
MS. McCOLLISTER-SLIPP: I'd like to echo some of the comments that Bennet and Sue
made about I think FDA actually has really increased its efforts and is doing a good job in
getting information out there and using Twitter effectively, Facebook effectively. At least in
the diabetes community on the devices side, there's been a lot of interaction directly with
us as patient communities or particular forums. Having said that, I do have a couple
thoughts. One of the things that I think would be really helpful for the Agency to do is to
really take a look at the usability and the user interface with the website. It is really
challenging to dig through.
So if something gets to the point at which there's a recall, you tweet about, etc. If
I'm trying to buy a new device and I want to look at which one is the most reliable or stable
and I try to go through the Agency's site to get any information, it's really tortuous. Clearly,
the information, you know, is designed for manufacturers and people who are within
industry as opposed to publicly facing. It's very difficult to be able to read through the
tables; it certainly isn't designed for, you know, users, you know, of today's web. It's not
easily searchable for a specific type of device or specific classes of devices.
And that's the kind of thing that's very doable. You've got a lot of great information
and processes, but you could really use some user interface and user experience designers
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to come in and think through, working with patients, how do you want to use the site,
what's going to work, you know, etc. But there are processes that exist, and I think that
would be very beneficial to take the incredible, you know, investment the Agency has made
in all this information and make it actually usable for an individual who is looking for it.
One thing that I'll mention, a few years ago I started a pet health advocacy blog -- I
can show you dog photos after the meeting if you're all interested -- and at the time I
started it, the Center for Veterinary Medicine had a really clever widget for recalls, and it's
pretty easy, if you know how to put up a website and word processors, some of these other
content management systems, really easy to just sort of install that widget, and every time
pet food or something like that was recalled or, you know, a pet vaccine or whatever the
case may be, that just automatically posted to my pet health advocacy blog and lots of
other blogs, and websites related to pets used it, too. It went away, I don't why it went
away, which then required like manual mining and getting the information and posting it
with photos, etc., which was kind of labor intensive.
I would love to see something like that that could be customized for devices that
could then be replicated or hosted on the sites of, you know, whether it's patient blogs or
advocacy groups, etc., something that could be customized about particular classes of
devices, you know, like diabetes devices or arthritis devices, etc. Again, it would be taking
the existing resources that the Agency has in terms of data collection and mining and just
making it available to be able to see, you know, whether it's data that exists about an
existing recall or whether it's data that's been collected, really, to specific advice through
MedWatch or MedSun or, you know, the existing mechanisms by which FDA is already
collecting this data. Again, relatively straightforward programming. I'm sure it's far more
complicated when you do it as a government agency with all the data that you guys have,
but it's possible, and I think it would be incredibly effective.
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MR. CONWAY: Great, thank you very much.
So, Dr. Tarver, with regard to Question Number 5, I'd say that the Committee
generally believes the following: that at the most important level, the strategic level, FDA
has a solid and great story to tell about itself and about what it's already doing and has
progressed in terms of communicating with patients and letting them know how their data
is going to be used and what the Agency is trying to do to make certain that more
patient-generated health data is being utilized. I think that what you've, at the tactical
level, gotten is a great toolbox of tactics, some of which have a cost and some of which
don't, that's my opinion, and that runs the gamut from working with celebrities, working
with advocacy organizations in different platforms or in media through television or in
media through radio, prepackaged announcements, the use of webinars, and I'd also say
the leveraging of patient advocacy organizations and national nonprofit organizations who
could very well go ahead and host something that's a produced product for you and
disseminate it that way.
I think some of the themes that we've heard is that the ease of use of data that's
already out there on the FDA site, whether it's issues of accessibility and learnability
refinements that could be made on some content issues, of ability issues, they're also
important.
But I think overall what you're hearing is that the FDA is doing a good job, that it's
utilizing a lot of platforms, but there are many more that could be used, some which may
have a direct cost to the Agency and some which, I think, given all the allied organizations
that are here at the table in terms of patient advocacy organizations in the disease space,
there are a lot of different organizations that are willing to work with FDA to further
disseminate the message. I hope that's responsive.
DR. TARVER: Yes, thank you very much.
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MR. CONWAY: Great.
Thank you very much, Commander.
At this point, what I'd like to do is to thank the Committee and the FDA for their
contributions. I would also like to thank the Open Public Hearing speakers, industry,
medical professional societies, and patient organizations and research organizations for
their remarks. I want to ask the FDA representative sitting at the table if she has any
concluding remarks.
Dr. Tarver.
DR. TARVER: Yes, thank you very much.
I wanted to thank everybody for coming, participating, attending, contributing to
this meeting. Your suggestions, your thoughts have been exceedingly helpful. I also want
to reemphasize the importance of what you gave us last year and the fact that we're
moving forward with that. Dr. Shuren mentioned the patient engagement in clinical trial
discussion guide. We encourage you to review it, put comments on the docket, help us to
improve it and refine it in a way that really does help facilitate that process. We also want
to bring your attention to our Collaborative Communities effort. There is a toolkit that is
present on the website as well, and we have an open docket that we are looking for
feedback from people on that particular effort. So we really appreciate what you've given
us so far, and we would like to hear much more.
MR. CONWAY: Great, thank you very much.
To everyone that's here in the room, Committee and the public members included,
thank you all very much for joining us for the second meeting of the PEAC, where the
patients and care partners provide our perspective to FDA's Center for Devices and
Radiological Health. Your participation today will be an initial step in helping to assure the
needs and experiences of patients are included as a part of FDA's postmarket safety
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activities for medical devices. We ask that you consider completing the survey shown at the
link on the slide so that we can get your feedback on this meeting and inform how we can
conduct future meetings.
This meeting will conclude in just one second. I'd like to make a couple observations
as the Chair. First, I'd like to thank the FDA, and the civil service team for the tremendous
amount of work that it took to get the Patient Engagement Advisory Committee together as
an entity. I know that was a long process. I think you've been highly responsive to the
recommendations that the Committee has given to you over the past year. You've been
aggressive, I think, in your approach in reaching out to us to hear more.
In terms of structuring the meeting, I don't think everyone's fully aware of the legal
and regulatory constraints that the FDA has to work under that's not under your control;
however, I think the team has been highly creative in terms of how they've been able to
structure meetings for full public input and also to have other mechanisms where the public
can interact throughout the year, and I think that's a very noble thing.
I have a personal opinion. I work with a lot of different federal agencies, and I'll say
it again, on the record, quite proud of the FDA setting a model for how an agency can lean
forward into the advocacy community and to hear the voices and respect the voices of
patients who are going through chronic disease and sudden illness, whether it be a biologic
device or a diagnostic, but especially here in this space, for medical devices, I think it's a
tremendous tribute to the FDA that you lead the pack with federal agencies, and other
federal agencies should learn and take examples from this.
As a final note, I'd just like to say that, as somebody who has a pretty strong
background in social media and the application of social media and how to use social media
to influence national issues and have been at it for quite some time, one of the operations
that I ran actually had 1.4 billion content views in 14 months. We had an initial challenge to
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get a million people involved in an issue campaign; we had over 4.5 million involved after 13
months. I can say that it has great strengths, but I think the consensus around the table
here, and appropriately so given today's headlines in many different ways, is that the safety
of data, the use of data, the vulnerability of data are all very important. And the reason
why I raise that is because I do believe that there's a different standard, and you've heard it
here, of the FDA.
On the positive side, the FDA really is a north star for how a federal agency should
act in regard to patients and work with them. And I think Cynthia has put her finger on
something very important that I hope the FDA, and I know that it won't forget, which is you
have a very long legacy in the space, and you have a tremendous amount of respect among
patients, and I think that's a level of trust. But you've also heard that trust remains closest
to peer-to-peer and among patients, and I'd encourage you to keep working with patient
advocacy organizations because I think that's a true bond. But in today's world, I think that
you've honored the commitment that you set out for with the PEAC, we appreciate it, and
we look forward to working with you throughout the next year.
Thank you.
With that, I'll go ahead and conclude the meeting. Thank you very much.
(Whereupon, at 4:41 p.m., the meeting was adjourned.)
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