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Where Have We Come From? 
Worldwide Device Development 

1 Design a new device 

2 Do preliminary non-clinical testing 

3 Initiate clinical testing outside of the US while 
conducting additional non-clinical testing 

4 Initiate animal studies in the US and obtain CE Mark 
to market in the EU 

5 Optional: Initiate feasibility study in the US 

6 Conduct pivotal study in the US while completing 
non-clinical testing (e.g., durability) 

7 Regulatory approval for US marketing 
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Consequences of Out-Sourcing of Initial 
Clinical Testing of Many Novel Devices 

• Time lag in the availability of beneficial medical 
devices for US patients compared to other 
countries 

• Concern that device innovation may follow  

• Devices exclusively developed for non-US markets 

FDA’s nonclinical testing requirements viewed as an 
impediment to early clinical testing of new devices in the US. 
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Where Are We Now? 
• EFS Guidance published, key principles: 

– Just-in-time non-clinical testing: Doing the right tests at 
the right time 
• Device evaluation strategy: Identifies the information 

needed to support study initiation 

– Facilitating device changes during the EFS 
• EFS Program established  

– Under ODE’s Director of Clinical Trials, Owen Faris  
– Led by Policy Analyst, Carla Wiese 
– EFS Reps from each ODE Review Division 

• Commitment from CDRH management (strategic priority) 
• Support from MDIC 
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Progress 

Notable EFS IDE approvals in Structural Heart and Peripheral Devices Branches 
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Ongoing Efforts 
• EFS CDRH Learn Modules Published 

– Program outline 

– EFS Process 

– Device Evaluation Strategy:  

http://www.fda.gov/Training/CDRHLearn/  

• CDRH working groups established to discuss 
nonclinical cross-cutting issues to help make testing 
recommendations consistent with EFS principles 
– Biocompatibility 

– Sterility 

– Animal studies  

• Outreach to CMS regarding coverage of EFS 

http://www.fda.gov/Training/CDRHLearn/
http://www.fda.gov/Training/CDRHLearn/
http://www.fda.gov/Training/CDRHLearn/
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EFS Interaction and Submission 
Process Established 

1. Contact the EFS Representative 
a. Obtain current information on the EFS Program 
b. Prepare for working with the review team 

2. Submit Initial Pre-Submission 
a. Educate the review team on the device and clinical context 
b. Reach agreement on the information needed in the Report of 

Prior Investigations to support study initiation 

3. Submit additional Pre-Submissions (if needed) 
a. Obtain feedback on test protocols, clinical study plan, 

informed consent 
b. Address questions or concerns raised by the review team 

4. Submit IDE 
a. Interact with the review team to address any concerns 
b. Continue interactions during the conduct of the study 
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Suggested CDRH Pre-Sub Timeline 

Initial team 
meeting 

• Within 2 weeks 

Team review 
meeting • Within one month 

Feedback to 
Sponsor 

Meeting 
with 

Sponsor 

• Within 45 days of 
receipt of Pre-Sub 
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Suggested CDRH Pre-Sub Timeline 

Initial team 
meeting 

• Within 2 weeks 

Team review 
meeting • Within one month 

Feedback to 
Sponsor 

Meeting 
with 

Sponsor 

• Within 45 days of 
receipt of Pre-Sub 

• Within 60 days of 
receipt of Pre-Sub 



10 

Where Are the Choke Points? 

• Nonclinical testing expectations 

– Failure to effectively apply EFS Guidance and 
CDRH Learn concepts, particularly:  

• Appropriate leveraging of all available information 

• Just-in-Time testing to fill gaps 

• Clinical study constraints 

• Coverage limitations 
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Nonclinical Testing Expectations 

• Learning curve associated with applying EFS 
guidance concepts 

• Biocompatibility, sterility, and animal study 
deficiencies are common 
– Tendency toward business as usual 
– Some reviewers expect full device characterization 

rather than appropriate use of Just-in-Time testing 
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Nonclinical Testing Expectations 

• Inadequate justification (from sponsors) or 
consideration (by FDA) that device design 
information and non-clinical testing adequately 
address potential failure modes  
– Can lead to requests for additional tests that might 

not be needed for an EFS 
• Under-appreciation of the clinical condition, 

limitations of current therapies, and risk 
mitigation strategies to protect study subjects 
when recommending additional non-clinical 
tests 
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Clinical Study Constraints 

• Point: When there are unknown risks, additional 
clinical study mitigation strategies enhance 
patient protection 

• Counterpoint: Excessive clinical study 
requirements can result  in: 

oDelays in IRB approval and study initiation 

oSlow enrollment 

oIncreased costs with little return on the 
knowledge gained 



 Issued on June 1, 2016  

Category A vs. Category B Devices 



15 

Coverage Categorization of IDE Devices 

 FDA assigns the category based on whether initial 
questions of safety and effectiveness have been resolved 
o Category A (Experimental) device  

 A device for which “absolute risk” of the device type has not 
been established, that is: 
• Initial questions of safety and effectiveness have not been resolved; or 
• FDA is unsure whether the device type can be safe and effective. 

o Category B (Nonexperimental/investigational) device 
 A device for which the “incremental risk” is the primary risk 

in question and: 
• Initial questions of safety and effectiveness of that device type have 

been resolved; or 
• It is known that the device type can be safe and effective (e.g., that 

device type has obtained FDA premarket approval or clearance) 

 

 

42 CFR 405.201(b) 
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IDE Device Categorization 

• Category A: Generally for feasibility studies of novel 
technology 

• Category B: Generally for less novel technology or 
pivotal studies (i.e., feasibility has been 
established)  

• Previously, could not transition from Category A to 
Category B  
– New policy (draft): Transition from A to B possible as 

safety and effectiveness data are collected, for example: 
• From Category A EFS to Category B pivotal trial 
• During staged approval 
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Coverage Limitations 
• Category A 

– CMS may cover reasonable and necessary study-related costs 
but not the cost of the device itself 

• Category B 
– CMS may cover all or none of the study-related costs 

(including the device) depending on whether the study 
meets CMS’ criteria for coverage 

Practical Implications for EFS 
• An EFS for a Category A device that CMS covers will likely 

proceed if the device cost can be borne by the sponsor 
– Paying for the device can be challenging for some sponsor-

investigators 
• If an EFS device is Category B,  it may be difficult to obtain 

coverage due to the small study size, but it may be possible to 
negotiate a plan with CMS to pool data from other studies to 
meet CMS’ criteria 
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Where Can We Go in the Next Year? 

• Additional EFS CDRH Learn Modules: Report of Prior 
Investigations, EFS Clinical Considerations, and EFS Iterations 
(facilitating device or study protocol changes within an EFS) 

• Finalized Category A and B guidance document 

• Progress on cross-cutting non-clinical basic safety testing to 
facilitate IDE approval 

• Renewed focus on clinical context: Unmet needs, limitations of 
available alternative treatments, benefit-risk of new device, and 
risk mitigation to protect patients  

• Inclusion of US clinical sites within larger trans-national studies 

• Compassionate use/EFS parallel track 

• Increased numbers of IDEs and transition to pivotal studies 

• Premarket approvals and clearances  
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If I could clear up one common 
misconception regarding EFS, it would be... 

 
that the measure of success of the EFS Program is 

the number of days from a Sponsor's initial 
interaction with FDA to market approval 
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Why Approval Time Is Not The Right Measure 
• Speed to market incompletely captures the main 

objectives of the EFS Program 
– Devices are at different stages of development when 

sponsors approach FDA  
– Individual device types have different data requirements 

for marketing approval (e.g., for non-clinical testing, 
number of study subjects, duration of follow-up) 

 
 

• Minimize delays in device development and evaluation 
• Get answers quicker: What works and what doesn’t 

Fundamental Goals of the EFS Program 

Will ultimately speed approval of  
scientifically smarter and more beneficial products 
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If there was one thing I would change to 
facilitate EFS utilization, it would be… 

Expand the bandwidth and experience of EFS 
Program Reps to assist interactions between sponsors 

and FDA review teams 
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Additional Goals 

• Increase understanding and adoption of 
the device evaluation strategy concept 
such that: 

– Sponsors present it 

–Review teams use it 

• Unblock choke points, and… 
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Change Worldwide Device Development 

1 Design new device 

2 Do bench and animal testing to justify an EFS 

3 Initiate an EFS (in the US ± outside the US) 

 and conduct non-clinical studies to support a 
larger clinical study  

4 Optional: Initiate traditional feasibility study  

5 Initiate a pivotal study (in the US ± outside the 
US) and complete non-clinical testing (e.g., 
durability) 

6  Regulatory approval and worldwide marketing 




