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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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Patients Impact Medical Device Evaluation 

Patient 
Engagement 

Patient-
Reported 
Outcomes 

Patient 
Preference 
Information 

Patient-
Generated 

Health Data 
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Contt,ins Nonbilldi11g Rl!cotnm1!11tl11tio1u· 

Patient Engagement in the Design and 
Conduct of Medical Device Clinical 

Studies 

Guidance for Industry, 
Food and Drug Administration Staff, 

and Other Stakeholders 
Document issued on January 26, 2022. 

The draft of Ibis docu ment was issued on September 24, 20 19. 

For questions abom this document regarding CDRH -n:gulatcd devices, contoct Michelle Tarver in 
the ?fficc of Strn'.1:gic Partnerships and Technology Innovation (OST) at (301) 796-6884 or by 
email CDR H Pat1enl_Fnrarcmentra\fda.b hs.rov. For questions about this document regarding 
CBER-rcgulnt1:d devices, wntn1:I the Office of Communication. Outreach, and Devdopmcnl 
(OCOD) at 1-800-835-4709 or 240-402-8010, OI" by email at ocod@fda.hhs.gov. 

Ii U.S. FOOD & DRUG 
AD M INISTRATI O N 

U.S. Deparlmt' nt or llealth and Human Sen ·icu 
t-ood and Drug Admini1trllion 

Cen1er for De,·ic ts a nd Rad iological Hea lth 
Cenl er fo r BiologiCli Eulu111ion 11 nd Rese.a rch 

PATIENT PERSPECTIVES ON.· 

Patient Perspectives on Living with Type 2 Diabetes 
and Medical Device Treatment 
APRIL 28, 2022, 12 .· 30 P.M. - 2.00 PM (EST) 

Diabetes 
type 2 

  Patient Engagement Involves Reciprocity 
and Inclusion 
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https://www.youtube.com/watch?v=Arme0k7lsQU


International Children's Advisory Network 

IMM 
The TM} Association, Ltd. 

,(~;\ NATIONAL 
f' Ir') LEIOMYOSARCOMA 
NlMSF.ORG FOUNDATION 

Support • Edurat1on •Advocacy •Research 

Moving forward in the quest for the cure! 

€ GLOBAL 
HEALTHY 
LIVING 
FOUNDATION 

.J GHLF 

..........._creakyjoints 

3DRF IMPROVING 
LIVES. 
CURING 
TYPE 1 
DIABETES. 

!tAA .. ~ 
Amer i can Assoc i at i on 

of K idney Patients 

COPD 
FOUNDATION 

North American 
Spinal Cord Injury 
- Consortium -

FACES & 
VOICES 
c> RECOVERY 

•• 
National Atlb.nee for Care-giving 

setting 
SCOLIOSIS 
straight 

sleepapnea.org 
American Sleep Apnea Association 

~ Mended Hearts 

,,..-:1S6-
HARMS STUDY GROUP 

Supporting Discoverles in Spinal Deformities Pioneering Research in Spinal Deformities 

SI 
SPINA BIFIDA 
ASSOCIATION 

F ;iiiih RCE 1!!!1!1 

Facing Hereditary Cancer EMPOWERED 

~ Muscular 
Dystrophy 
Association 

~\J THE MICHAEL J. FOX FOUNDATION 
C., ,-..._ FOR PARKINSON'S RESEARCH 

 Patient and Caregiver Connection 
Partners 
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Outcomes from Previous PEAC Meetings 

• Final guidance 
• Video for 

underrepresented 
populations 

• Open data pledge 
• PGHD public meeting on 

May 4, 2021 

• Cybersecurity hygiene 
miniseries 

• Communication best 
practices paper 
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Outcomes from Previous PEAC Meetings 

• AI/ML action plan 
• AI/ML Workshop on 

October 14, 2021 

• In progress 
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MDUFA IV Accomplishments 

Applying Consistent & Transparent Policy 

Building Capacity 

Optimizing the Research Roadmap 

Fostering a Culture of Patient Engagement 

Expanding Patient Impact in Device Evaluation 
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MDUFA V: Extensive Stakeholder Consultation 
Oct 2000: 

INITIAL PUBLIC MEETING 

Jul 2021: 
Innovating FDA 

Business 

Aug 2021: 
Negotiation 

Update 

Sep 2021: 
Diversity, 
Inclusion, 

Health Equity 

Oct 2021: 
MDUFA IV 

Independent 
Assessment 

Nov 2021: 
MDUFA 

Workload 

Dec 2021: 
Negotiation 

Update 

Jan 2022: CDRH 
Annual Report 

Feb 2022: 
Negotiation 

Update 

Mar 2022: 
MV Draft 
Recomm. 

Mar 2021: 
Consultation 

Kickoff 

Apr 2021: 
Device & 

Patient Safety 

May 2021: 
Innovation & 
Engagement 

Jun 2021: 
Stakeholder 

Presentations 

Apr 2022: 
FINAL PUBLIC MEETING 
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PROMOTE A 
MODERN AND 

DIVERSE 
WORKFORCE 

ENHANCE 
ORGANIZATIONAL 

AGILITY AND 
RESILIENCE 

ADVANCE HEALTH 
EQUITY 

1. By December 31, 2025, over 50% of manufacturers of newly authorized 
novel technologies for the U.S. market bring their devices to the U.S. first 
or in parallel with other major markets. 

2. By December 31, 2025, over 75% of the time, FDA identifies and acts on 
significant safety signals related to medical devices marketed in the U.S. 
and other major markets first or in coordination with regulatory agencies 
of other major markets. 

CDRH Strategic Priorities: 2022-2025 
1 2 3 

2022-2025 MEASURES OF SUCCESS 
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CDRH 1s Digital Health Center of Excellence 
Empowering dig ital health stakeholders to advance public health 
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DIGITAL HEALTH 
CDRH Digital Health Center of Excellence 
Center for Devices & Radiological Health (CDRH), US FDA 
www.fda.gov/digitalhealth 

www.fda.gov/digitalhealth


  Focus for Today 
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Innovative VR Devices Benefiting Patient Health   

    
  

    
 

10/20/21 
FDA Authorizes Marketing of Digital Therapeutic that 
Uses TV Shows to Improve Vision in Children with 
Lazy Eye, 
Luminopia™ One 

11/16/21 
FDA Authorizes Marketing of Virtual Reality System 
for Chronic Pain Reduction, EaseVRx 
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https://www.businesswire.com/news/home/20211020005896/en/Luminopia-Announces-FDA-Approval-of-Digital-Therapeutic-that-Uses-TV-Shows-to-Improve-Vision-in-Children-with-Lazy-Eye
https://www.fda.gov/news-events/press-announcements/fda-authorizes-marketing-virtual-reality-system-chronic-pain-reduction


Thank You 
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