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Informative series of workshops featuring emerging trends in medical technology regulatory science, MDIC projects and 
subject matter experts sharing perspectives, progress and opportunities. 

The last 15 minutes are reserved for Q&A. Please enter your questions for the 
panel through the chat feature on Zoom

MDICx – CDRH Patient-Centered Initiatives 

Speakers:
• Kathryn O’Callaghan, Assistant Director for Strategic Programs, CDRH
• Anindita Saha, Director, External Expertise and Partnerships, CDRH
• Michelle Tarver, MD, PhD, Director, Patient Science & Engagement Program, 

CDRH
• Kim McCleary, AWAKE Sleep Apnea



CDRH Partners with Patients:
Investing in Success

Katie O’Callaghan, Annie Saha, Michelle Tarver
Office of the Director

FDA Center for Devices and Radiological Health

MDICx Webinar, May 31, 2018
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• Our Vision Puts Patients First
• Context & Drivers of Change
• CDRH Progress to Date
• Focus Areas for Potential Future Collaboration

Outline
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Patients are at the Heart of What We Do
CDRH Vision: Patients in the U.S. have access 

to high-quality, safe, and effective medical devices 
of public health importance first in the world 
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Patient-Centric Evidence & Insights 
Via the NEST Ecosystem

FDA 
CDRH

Health 
Systems

Patient  
Groups

Clinician 
Groups

PayersIndustry

• Establish partnerships with a range of 
organizations, companies, and 
collaborations that provide data and 
analytics solutions

• Set data quality standards for data 
partners and methods standards for 
observational and randomized studies

• Offer value through products and 
services to key stakeholders in the 
ecosystem

NESTcc

NESTcc should serve as a catalyst to support the timely and 
reliable development of high-quality RWE
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Patient-Centric Evidence & Insights 
Across the Health Care Continuum

Leveraging computing power, sensors, connectivity and software

Focusing on prevention for 
early/smaller interventions

Moving health care from the 
Clinic to the Patient

Understanding patient’s behavior 
and physiology “In the wild”
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Patient-
Centered 

Focus

Digital 
Health

Real 
World 

Evidence

Applying a Patient-Centered Focus 
Brings Insight to Big Data Opportunities

Source, Signal to Noise Image: Harvard University, Science in the News 
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Safe & Effective Medical Device Use 
Increasingly Depends on Patient Engagement

Patients today:

• More involved in shared 
decision-making and 
disease management

• Increasingly use devices at 
home

• Communicate and connect 
to share information with 
other “real-world patients”
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Patient Perspectives Inform FDA Insights
FDA Work Informs Care Decisions
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CDRH Strategic Priorities 2016-2017
Partner with Patients

Establish NEST

Partner with Patients

Quality & Organizational 
Excellence

We believe that if CDRH is to 
successfully achieve a mission 

and vision in the service of 
patients, we must interact 

with patients as partners and 
work together to advance the 
development and evaluation 

of innovative devices, and 
monitor the performance of 

marketed devices.
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CDRH Strategic Priorities 2016-2017
Partner with Patients

Goal 1 – Promote a culture of 
meaningful patient engagement by 
facilitating CDRH interaction with 
patients

Goal 2 – Increase use and 
transparency of patient input as 
evidence in our decision-making
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CDRH Strategic Priorities 2018-2020
Making Our Vision A Reality

The Strategic Priorities focus on the enhancement and 
widespread application of three approaches we’ve already started

Our Measure of 
Success

By December 31, 2020, more than 
50 percent of manufacturers of 
novel technologies for the U.S. 

market intend to bring their 
devices to the U.S. first or in 

parallel with other major markets.

Employee Engagement, 
Opportunity, and Success

Simplicity

Collaborative Communities



14

2018-2020 Strategic Priorities
Collaborative Communities

• Forum where public and private sector 
members work together on an ongoing 
basis to achieve shared outcomes and 
solve both shared problems and problems 
unique to other members

• In an environment of trust and openness, 
where participants feel safe and respected 
to communicate their concerns

• Where members share a collective 
responsibility to help each other obtain 
what they need to be successful

• And government has a seat at the table 
but does not run the forum
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Building on Progress Together
MDUFA IV

Advance patient input and involvement in 
the regulatory process, leveraging PPPs 
where appropriate:

• Develop expertise and build capacity for 
review and early consultation/advice on 
PRO & PPI

• Improve regulatory predictability and 
impact of PROs 

• Open public dialogue on approaches of 
incorporating PPI and PRO as evidence 
in device submissions and other ways of 
advancing patient engagement

https://www.fda.gov/ForIndustry/UserFees/MedicalDeviceUserFee/ucm454039.htm

https://www.fda.gov/ForIndustry/UserFees/MedicalDeviceUserFee/ucm454039.htm
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CDRH PROGRESS TO DATE
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• Patient Engagement Advisory Committee

• Patient & Care-Partner Connection

• Best Practices for Patient Engagement

• Patient Input in CDRH Regulatory Functions

Strengthening a Culture of Patient 
Engagement & Partnership
Building Capacity
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Next Meeting 
To Be Scheduled for 

Late Fall 2018

Purpose: To ensure patients’ needs and experiences are considered in FDA’s work

• Patient members share perspectives and expertise on various issues to advise 
and provide recommendations to FDA 

• First meeting topic: Patient Engagement in Medical Device Clinical Trials
– Design of Patient-Friendly Clinical Trials
– Recruitment, Enrollment, and Retention
– Dissemination of Trial Results to Participants and Other Patients

Patient Engagement Advisory Committee 
(PEAC)

October 2017 Meeting 
Materials

https://www.fda.gov/AdvisoryCommittees/CommitteesMeetingMaterials/PatientEngagementAdvisoryCommittee/ucm578522.htm
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Current considerations:
• How do we remove barriers?
• What is effective engagement?
• Which organizations are appropriate?
• How do we engage underrepresented populations?

Purpose: 

To facilitate FDA staff engagement with individual patients and care-partners, to 
promote better understanding of the patient experience with specific disease states 
and devices used for their diagnosis and treatment.  
*Program Currently Under Development

Patient and Care-Partner Connection (P&CC)

Recruiting new partners:
• Contact Anne Hammer (anne.hammer@fda.hhs.gov) 

mailto:anne.hammer@fda.hhs.gov
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Culture of Patient Engagement 
& Partnership

Interaction Meaningful 
engagement Partnership

 Strategic Priority achieved 96% staff having a patient interaction

 Culture strengthened by having meaningful engagement defined by 
staff based on the nature of their work

 Building partnerships with patient organizations and patients

For patient engagement and partnership opportunities:
• Contact Lisa Miller Noel (lisa.miller@fda.hhs.gov) 

mailto:lisa.miller@fda.hhs.gov
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68

• By December 31, 2017, 90% of CDRH employees will interact with 
patients as part of their job duties

96% of staff interacted with patients

• By December 31, 2017, establish one or more new mechanisms for 
employees to obtain patient input and foster participation of 20 groups. 

 37 on- and off-site patient engagement opportunities

 16 mechanisms for patient input piloted

 48 patient groups participated

How did we do?

Patient Engagement: 2017 in Numbers
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“Hearing patient experiences and suggestions is extremely 
valuable to our mission.” 

“Hearing patients’ personal experience was 
extremely powerful and moving.”

“Puts a needed human face to our actions.”

Patient Engagement: Staff Comments



23

Patient 
Perspectives

Patient 
Preference 

Information

Patient-
Reported 
Outcomes

Direct from patient: 
Symptoms
Function

Psychological well being
Quality of life

↑ to 75% of 
Approved 

Pivotal IDEs 
include PROs

↑ to 6 Industry-
sponsored 

regulatory PPI 
studies

Patient perspective: 
Most important

Relative importance
Trade-offs
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Transparency

By September 30, 2016, 50 percent of 
PMA, de novo and HDE decisions will 
include a public summary of available 
and relevant patient perspective data 
considered.

By September 30, 2017, 100 percent of 
PMA, de novo and HDE decisions will 
include a public summary of available and 
relevant patient perspective data 
considered.

50%

100%

65%
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Regulatory Impact
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FOCUS AREAS FOR POTENTIAL 
FUTURE COLLABORATION
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• PPI in IDE 
Benefit-Risk

• PROs & 
Outcomes that 
Matter Most to 
Patients

• PPI & PRO in 
Marketing 
Application 
Benefit-Risk

Patient Input as Evidence

• PPI in Compliance 
Benefit-Risk

• PPI & PRO for 
new uses

• Final Guidance 
• Hiring & training staff
• Access to external SMEs
• Expanding collaborative networks
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 Fosters innovation
 Encourages collaboration
 Reduces resource expenditure
 Qualified MDDT applied in multiple 

device submissions
 Efficiency in CDRH regulatory review 

resources 
 Minimizes uncertainty in regulatory 

review process

Medical Device Development Tool (MDDT) 
Program

Promotes Efficient Medical Device Development

Research Development 

Tool 
Developer

Device 
Industry

Patients
FDA-

Product 
Evaluators

FDA-
Regulatory 
Scientists

MDDT 
reduces 

regulatory 
burden
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Regulatory Impact
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Dec. 2017 CERSI-FDA Workshop:
Advancing Use of PPI as Scientific Evidence for Medical Product Evaluation

Awareness

Understanding

Adoption

MDIC PPI 
Framework

FDA PPI Guidance

Demonstrative 
Case Examples

PPI-Reg 
Scientific 

Fundamentals

Framework of PPI 
Regulatory Uses

Preference 
Sensitive Checklist

Learning Case 
Studies

Capacity Building 
& Sustainability

WHAT are 
regulatory 

PPI studies? WHY do a PPI 
study?

WHEN/HOW 
to do a PPI 

study?

Preference 
Sensitive Studies

WHERE do 
we go from 

here?

https://www.fda.gov/ScienceResearch/SpecialTopics/RegulatoryScience/ucm574320.htm
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Development Clinical Trial Design
Pre-Market
Benefit-Risk 
Assessment

Post-Market

1. Identify unmet 
medical need

2. Understand what 
matters most to 
patients about their 
disease or treatment

1. Inform endpoint 
selection

2. Inform performance 
goal

3. Inform effect size

1. Analysis of condition

2. Current treatment 
options

3. Patient perspective on 
benefit-risk tradeoffs

4. Population subgroup 
considerations

1. Inform interpretation
of new data affecting 
benefit-risk 
assessment

2. Inform studies of new 
/ expanded use 
populations

3. Communicate benefit-
risk information to 
patients

Begin with the End in Mind: 
How will this information be used?

Framework for Potential Uses of PPI in Medical Product Development
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Patient-Reported Outcomes (PRO)

• Why focus on PROs
• CDRH efforts to date, 

metrics & regulatory impact
• Resources

– Example uses of PRO info
– Case studies (5)
– PRO Compendium (135)

• Future outlook
– MDUFA IV
– Build expertise & capacity
– Fit-for purpose evidence 

thresholds for validation
– Bridging studies for efficient 

PRO adaptation 

https://www.fda.gov/downloads
/AboutFDA/CentersOffices/Offic
eofMedicalProductsandTobacco/
CDRH/CDRHVisi 
onandMission/UCM588576.pdf

https://www.fda.gov/downloads/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHVisi%20onandMission/UCM588576.pdf
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PRO Use Ubiquitous in Device Studies
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• Endpoints in regulatory studies
• Outcomes to monitor 

postmarket
• Interest to payers, providers, 

patients

Patient-
Reported 
Outcomes 

(PRO)

• Inform endpoints or effect size 
for regulatory studies

• Inform subgroup considerations
• Inform studies of new / 

expanded uses

Patient 
Preference 
Information 

(PPI)

Value of Information from SPI Studies



36

Art of 
Patient 

Engagement

Science of 
Patient 
Input

Patient-
Centric 

Healthcare

Shared Goal

Improve patient health and quality of life
by better understanding patient needs, experiences 
and preferences



37

Thank You
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Patient-Focused Medical Product 
Meeting on Sleep Apnea

K. Kimberly McCleary
Founder & CEO
The Kith Collective



Expanded opportunities for patient input



FDA CDER’s Patient Focused Drug Development 
initiative

• Patient-Focused Drug Development initiative launched in 2012; first 
meeting held April 2013

• FDA hears directly from patient communities about:
– Symptoms and daily impacts of disease/condition
– Treatments and other approaches they’re using
– How well available therapies meet needs and what future therapies should 

address 

• Patients and caregivers who reflect the range of the patient journeys and 
experience. 

• In 2017, meetings move from being hosted/directed by FDA to meetings 
“externally led” meetings hosted by patient organizations through 
application and collaborative process with FDA

• Total of ~40 meetings held to date



June 8, 2018: Sleep Apnea Meeting

• American Sleep Apnea Association applied to FDA in November 2017; 
received approval in February 2018

• Will involve FDA staff from CDRH and CDER – first meeting identified as a 
Patient-Focused Medical Product Development (PFMPD) meeting. 

• To be held June 8, 2018 at the College Park Marriott Hotel & Conference 
Center in College Park, Maryland; immediately follows annual SLEEP 
conference in Baltimore (June 2-6, 2018)



Ways for Patients to Participate

Survey

Webcast

On-site 
participants

Panelists

• Patient & caregivers respond 
to questions about diagnosis, 
impact on daily life, 
management of sleep apnea 

• Real-time polling questions
• Comments submitted via chat 

are read by staff during 
discussion sessions

• Patients engage in discussion 
following panels; others in 
“listen only” mode

• Real-time polling

• 10 patients will help kick off 
each discussion period with 
brief personal reflections

4,066 people (as of 5/30)

100s of people 

~100 people (as of 5/30)

10 people



• 31-question survey
• 15-minute completion 

time
• High completion rate
• Rich open text 

responses



Interim survey results

Some comments received:
“Finding a knowledgeable sleep doctor who 
listens”
“Wait time for in-clinic sleep study is 6+ 
months and insurance may not cover it”
“Dry mouth, dry throat, nasal congestion make 
mask hard to use some nights”
“Difficult to travel with CPAP machine – need a 
more portable model”
“Equipment and supplies are expensive”
“Negative impact on my partner and intimacy”
“Lots of trial and error to find well-fitting mask 
and proper settings on machine”
“Insurance won’t cover meds that might help 
me”
“Poorly fitting mask means I’m not getting full 
benefit. I’ve tried lots of different ones.”



“If I didn't start treating it when I did, I 
sincerely believe I wouldn't be sitting here 

typing this. I would have had a massive heart 
attack long before now.”

“Educate and don't 
stereotype; you don't 

have to be overweight to 
have sleep apnea.”

“I don't remember a time where I didn't 
have sleep apnea symptoms. If someone 

tells you they have sleep apnea, don't 
make jokes about the ‘Darth Vader’ mask 
and fat, old snoring men with big necks.”

“Thank you for caring 
enough to ask.”

“Having a supportive husband 
is crucial for me.”

“Get it treated – it 
will save your life.”

INTERIM SURVEY RESULTS:
Is there anything else you'd like us to know 
about your experience with sleep apnea?

“I just want to wake up rested 
and feel like a regular person.”

“I wish I had been diagnosed 20 years ago. It 
could have prevented some health issues and 

my life would have been better”
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Questions and Discussion

Submit your questions via the Chat Box

Learn more about MDIC’s initiative at http://mdic.org/SPI
Resources: http://mdic.org/spi/resources/

http://mdic.org/SPI
http://mdic.org/spi/resources/
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