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FDA announces new expedited program for 
devices expected to significantly improve 
the safety of existing technologies 

23 September 2019
 
On 19 September 2019 the U.S. Food and Drug Administration (FDA or the agency) released the 
draft guidance document entitled "Safer Technologies Program for Medical Devices" (STeP), 
effectively following through on the agency's intention to spur innovation toward safer medical 
devices, as described in its 2018 Medical Device Safety Action Plan.  

STeP is designed to be a voluntary program for medical devices and device-led combination 

products that offer a significant safety advantage compared to commercially available products. 

FDA envisions STeP as a complement to the Breakthrough Devices Program. Products that offer 

significant safety advantages, but otherwise do not meet the criteria for breakthrough status 

could be eligible for similar benefits through the STeP program.  

STeP overview 

STeP will allow the agency to expedite the development and review of devices that have the 

potential to significantly improve safety. Modeled on the Breakthrough Devices Program, STeP 

provides for early interactions between FDA and sponsors in device development, incorporating 

features such as interactive and timely communications, early engagement on Data Development 

Plans, prioritized review, and senior management engagement. Resources permitting, the agency 

plans to leverage the Breakthrough Devices Program features to maximize the impact of STeP; 

however, when necessary, the Breakthrough Devices Program will be prioritized because it is 

statutorily mandated.  

STeP will accept submissions for devices or device-led combination products that are subject to 

review under a premarket approval application (PMA), De Novo classification request, or 

premarket notification (510(k)). Statutory standards for premarket review and substantial 

equivalence will continue to apply to devices accepted into STeP, although FDA will use 

postmarket data collection as deemed appropriate for expedited development. Acceptance into 

STeP is not intended to constitute a formal decision on the applicable regulatory pathway or 

device classification; rather, it indicates the agency expects one of the above marketing 

authorization submissions will be necessary. 

 

https://www.fda.gov/media/130815/download
https://www.fda.gov/media/112497/download
https://www.fda.gov/media/108135/download
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Eligibility 

Devices and device-led combination products are eligible for STeP if they target diseases or 

conditions that are less serious than those eligible for the Breakthrough Devices Program. 

Inclusion in STeP also requires that the device "is reasonably expected to significantly improve 

the benefit-risk profile of a treatment or diagnostic through substantial safety innovations that 

provide for one or more of the following":  

a. reduction in the occurrence of a known serious adverse event,  

b. reduction in the occurrence of a known device failure mode,  

c. reduction in the occurrence of a known use-related hazard or use error, or  

d. improvement in the safety of another device or intervention. 

Notably, the draft indicates that FDA will consider devices for inclusion in STeP that have the 

potential for significant safety improvements over the current standard of care, including FDA-

approved drugs, biologics, or "other technologies."  

As with the Breakthrough Devices Program, requests for inclusion in STeP should be submitted 

through the Q-submission process. 

Conclusion 

Our in-depth experience with breakthrough designated products has indicated that breakthrough 

status can be quite valuable for companies as they navigate the premarket review process, 

particularly for more novel products. Thus, the STeP program may well prove to be a meaningful 

option for companies that would not be breakthrough eligible, but would benefit from more 

frequent FDA interaction and expedited review. In our experience, companies tend to have 

greater benefit from the interactive and expedited review associated with these programs when 

they engage with FDA during the development and evaluation phases of the device. 

However, it remains to be seen whether the agency's resources will be able to meet the full 

promise of the program. We have observed that the proliferation of new initiatives to expedite 

product review can dilute overall impact. FDA makes explicit in the draft guidance that the 

Breakthrough Devices Program will take precedence for resources over STeP. As we track the 

development of this new program, we will be watching how the agency's response and 

prioritization in the context of competing expedited review programs affect review times for all 

medical device pathways. 

* * * 

Comments submitted to FDA-2019-D-4048 by 18 November 2019 will be considered in the 

agency's work on the final guidance. FDA will begin accepting submissions to STeP 60 days after 

the guidance is finalized. 

On 6 November 2019 FDA will host a webinar on the Safer Technologies Program. 

 

 
  

https://www.regulations.gov/docket?D=FDA-2019-D-4048
http://s2027422842.t.en25.com/e/er?utm_campaign=2019-09-18%20Safer%20Technologies%20Program%20for%20Medical%20Devices&utm_medium=email&utm_source=Eloqua&s=2027422842&lid=9715&elqTrackId=4B133C93A9C860FC108CF8D06AEB591B&elq=e2f55d5404a14af19ad69c225da31664&elqaid=9484&elqat=1
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