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You have an innovative medical device or drug, and you need an 
organizationexperienced in getting products approved and on the 
market.

We know your needs.We knowthe pitfalls of the submission 
processandhow toavoid them. 

From regulatory consulting to clinical research, Proxima is the 
dedicated full-service Contract Research Organization for emerging 
companies.
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WHAT IS THE BREAKTHROUGH DEVICES PROGRAM?

Voluntary, expedited device approval 
program for certain devices and combination 
products that provide more effective 
treatment or diagnosis of life-threatening 
diseases or conditions.

BENEFITS INCLUDE:

Interaction with FDA

Prioritized Review
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BREAKTHROUGH DESIGNATION

Eligibility
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IS MY DEVICE ELIGIBLE FOR A BDD?

Device must be subject to the PMA, 510(k), 
or De Novo pathways

The device provides more effective 
treatment or diagnosisof life-threatening 
or irreversibly debilitating human disease 
or conditions.

Device availability is in the best interest of 
patients

Offers significant advantages over existing 
approved or cleared alternatives

D

C

No approved or cleared alternatives exist
B

A
Represents Breakthrough Technology

CRITERION 2

CRITERION 1

CRITERION 0
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CRITERION 1: The device provides more effective treatment or diagnosis of life-threatening or 
irreversibly debilitating human disease or conditions

ÅάMore effectiveέΣComplete set of clinical data is not required

ÅάLife-threateningέΣthe likelihood of death is high

ÅάIrreversibly debilitatingέ, impacts day-to-day functioning

Å Reasonable expectation of technical success& clinical success
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Å Does it represent a novel technology or 
novel application of an existing 
technology?

Å Does it  have the potential to lead to a 
clinical improvement in the diagnosis, 
treatment, cure, mitigation, or prevention 
of the life-threatening or irreversibly 
disease or condition?

CRITERION 2A: Device Represents Breakthrough Technology 
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Transcatheter heart valve 
that does not require open 
heart surgery.

Internal hemostatic device 
that controls bleeding in a 
battlefield.

Gene signature test that 
provides prognostic info for a 
cancer patient.

Genetic test capable of 
identifying DNA mutations.

EXAMPLES OF TECHNOLOGIES THAT MEET CRITERION 2A
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CRITERION 2B: No Approved or Cleared Alternatives

ÅReceived FDA market authorization for the 
same indication being considered.

ÅConsistent with the current US standard of 
care.
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An ablation catheterthat offers the 
potential ability to treat atrial 
fibrillation. Catheters were 
approved for atrial flutter, but not 
atrial fibrillation, so this is novel.

A first-of-a-kind testing device to aid in the 
ŘƛŀƎƴƻǎƛǎ ƻŦ tŀǊƪƛƴǎƻƴΩǎ 5ƛǎŜŀǎŜΦ ²ƘƛƭŜ 
devices exist to monitor tremors, no device 

has receivedFDA marketing authorization. A 
device that could differentiate between 
Parkinsonian and non-Parkinsonian Disease 
tremor would be novel.

EXAMPLES OF TECHNOLOGIES THAT MEET CRITERION 2B
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ÅReduce or eliminate the need for 
hospitalization
ÅImprove patient quality of life
ÅCŀŎƛƭƛǘŀǘŜ ǇŀǘƛŜƴǘǎΩ ŀōƛƭƛǘȅ ǘƻ ƳŀƴŀƎŜ 

their own care
ÅEstablish long-term clinical efficiencies

CRITERION 2C: Device Offers Significant Advantages over Existing Approved or 
Cleared Alternatives
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EXAMPLES OF TECHNOLOGIES THAT MEET CRITERION 2C

Ex. IVD for earlier diagnosis of 
preeclampsia.
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Å Better care and patient outcomes from a 
public health perspective

Å Benefit patients who are unable to 
tolerate available therapy or did not 
respond to alternative therapies

Å Avoid harm that could result in 
discontinuation of treatments

Å Provide improved patient compliance

CRITERION 2D: Device availability is in the best interest of 
patients
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An insulin pump that features a new 
mechanism to detect low blood glucose 
and automatically stop insulin delivery.

An IVD assay that detects a genomic variant 
for the purposes of identifying patients with 
certain cancers who are eligible for treatment 
with a specific drug.

EXAMPLES OF TECHNOLOGIES THAT MEET CRITERION 2.4
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THE COMPLETE
BDD Process
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