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Center for Devices and 
Radiological Health

• The mission of the CDRH is to protect and 
promote the public health

• Assure that patients and providers have timely 
and continued access to safe, effective, and 
high-quality medical devices
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Vascular Access Products
Regulated by FDA

CENTER/ OFFICE/ DIVISION/ 
BRANCH

PRODUCTS

CDRH /ODE / DCD/ VSDB Synthetic AV grafts, bovine AVG
Stents, stent-grafts & DCB used in access
Devices to create AVF

CDRH / ODE / DRGUID CV catheters,  dialysis needles

CDER / Division of CV and 
Renal Products

Drugs & therapeutic proteins to improve 
AVF maturation and function

CBER / Office of Tissues & 
Advanced Therapy

Tissue engineered grafts; cell , gene and 
tissue based therapies
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https://www.ncbi.nlm.nih.gov/pubmed/28739575
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Risk Classification vs. Pathway
CATEGORY EXAMPLE REGULATORY PATHWAY

Class I Scalpel Exempt from pre-market
Notification

Class II PTFE Graft Premarket notification: 
510(k)

Class III Bovine
Carotid 
Artery Graft

Pre-Market Application:
PMA
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The Role of Computational Modeling and Simulation in the Total Product Life Cycle 
of Peripheral Vascular Devices. TM Morrison, et. al. 
Journal of Medical Devices, 2017;11(2):024503-024503-5
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Medical Device Reporting
WHO?

• MANDATORY: 21 CFR 803
– Manufacturers
– Importers
– Health Care Facilities

• VOLUNTARY
– Health Care Providers
– Consumers

WHAT?

• Therapeutic Failures
• Product Quality Issues
• Serious  Adverse Events 

(SAEs)
– Death
– Life threatening
– Disability / 

Hospitalization
– Requiring intervention
– Congenital anomalies



9

MedWatch Voluntary Reporting

Download FDA Form 3500

Web based report form

1-800-FDA-1088: Phone
1-800-FDA-0178: FAX

Form 3500 B for 
Consumers
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Post-Market  Safety Assurance
• Post-approval studies mandated by conditions of 

PMA approval
• Postmarket surveillance studies (also referred to 

as “522 studies”) for devices:
– failure would be reasonably likely to have serious 

adverse health consequences,
– significant use is expected in pediatric populations,
– intended to be implanted in the body for more than 

one year; or
– life-sustaining or life-supporting and used outside a 

device user facility.



MEDICAL DEVICE 
ACTION SAFETY PLAN

Announced on April 18 by 
FDA  Commissioner Scott 

Gottlieb, MD

Outlines a vision for how FDA 
can enhance programs and 
processes to bring added 

assurance of  medical  device 
safety to the public.
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Focus of  Medical Device Safety Plan

• Establish a robust medical device patient safety net; 
• Explore regulatory options to streamline and modernize 

timely implementation of postmarket mitigations;
• Spur innovation towards safer medical devices;
• Integrate CDRH’s premarket and postmarket offices and 

activities to advance the use of a Total Product Life Cycle 
(TPLC) approach to device safety; and

• Advance medical device cybersecurity.
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Use of Real World Evidence

• 2017 Strategic Goal of FDA: Increase use of 
RWE to support regulatory decision making

• Real-world evidence: that derived from 
multiple sources outside typical clinical 
research settings

• Provides insight into device performance 
outside the controlled environment of studies



FDA Guidance 
Document on Use of 
Real World  Evidence 

August 2017
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Challenges of Access Trials

• Sick patients, 20% mortality
• High attrition rates
• Predialysis subjects may not need access use
• AVF may not mature in the best of hands
• Lack of uniformity in  study endpoints
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Benefits of Access Registry

• Real world  treatment success rates
• Effectiveness of pre-maturation interventions
• Durability of novel therapies
• Identify patient subgroups likely to benefit
• Outcome trends, modify treatment paradigms
• Economic  benefits and cost savings
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Conclusions:

• Medical device safety begins with a careful 
premarket evaluation 

• Demands the engagement of multiple 
stakeholders over the total product life cycle of 
a device, including users and patients

• Establishing an access registry would yield 
many benefits, providing a solid  foundation of 
RWE to enhance patient outcomes
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Questions?
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