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MEDICAL DEVICE QUALITY IS ALL WE DO,
AND WE’RE ALWAYS AHEAD OF THE GAME.

75 275k #1 114k Cyichowp  “BesteGMS | have ever

used...”

years industry podcast listeners blog and podcast look to us for the - This is the easiest e€QMS | have used In
experience in the industry latest in quality the 20 years | have been in the Medical
Device Industry. It is simple, intuitive
QMms and easy to use... We are successfully
SOFTWARE implementing a Quality Culture.

- Di fR lat Affairs
THE WALL STREET JOURNAL. * s
“m Tc Forbes QUALITY “Modern QMS Software and Outstanding Customer Service.”
echCrunch

“Demystifying QMS and Regulatory Requirements”

Medlech
MDD Ine. inteliigence 45"

MedicalPesign. TNWY Entrepreneur MPO

“Makes your QMS Simple and Effective”
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PROXIMA

CLINICAL RESEARCH

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/Ne knowthe pitfalls of the submission
processandhow toavoid them.

From regulatory consulting to clinical research, Proxima is the
dedicated fullservice Contract Research Organization for emerging
companies.
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1.Basics on Designations
2 .Eligibility Criteria
3.Timelines

4.Submission Style
5.Benefits

6.Tips & Tricks Throughout



WHAT IS THEREAKTHROUGH DEVICES PROGRAM

Voluntary, expedited device approval BENEFITS INCLUDE:

program for certain devices and combination 0

products that provide more effective Pa¥) Prioritized Review
ol b

treatment or diagnosis of lifghreatening
diseases or conditions.

@ Interaction with FDA
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BREAKTHROUGH DESIGNATION
Eligibility




IS MY DEVICE ELIGIBLE FOR A BDD?

CRITERION CRITERION

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

n Represents Breakthrough Technology

E No approved or cleared alternatives exist
CRITERION

B Offers significant advantages over existing
The device providesiore effective approved or cleared alternatives
treatment or diagnosisf life-threatening
or irreversibly debilitating human disease E

i Device availability is in the best interest of
or conditions.

patients
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CRITERION 1: The device provides more effective treatment or diagnosis-tifrefatening or
irreversibly debilitating human disease or conditions

A d&More effectivé Gomplete set of clinical datani®t required @

A Reasonable expectation t#fchnical succes& clinical success V/
e

A dLifethreatening e likelihood of death isigh q

A drreversibly debilitating, impacts dayto-day functioning !Q
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CRITERION 2A: Device Represents Breakthrough Technology

o\ A Does it represent a novel technology or
novel application of an existing
WV technology?
¢ s A Does it have the potential to lead to a
Vv e clinical improvement in the diagnosis,

treatment, cure, mitigation, or prevention
of the lifethreatening or irreversibly
disease or condition?
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EXAMPLES OF TECHNOLOGIES THAT MEET CRITERION

%//: &7 ’ ,,"5/ 7

Internal hemostatidevice ~ : netic testapable of
that controls bleeding in a == ~ identifying DNA mutations.
battlefield. — *

}

Transcatheter heart valve I 777 / signature teghat
that does not require open ¥ P77 ¢~ provides prognostic info for a

, 7 77/ : :
heart surgery. 7 / 7 /,//////// /// cancer patient. :

7

/ VA

o
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CRITERION 2B: No Approved or Cleared Alternatives

i A Received FDA market authorization for the
v same indication being considered.
V ]

A Consistent with the current US standard of
V) c— care.
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EXAMPLES OF TECHNOLOGIES THAT MEET CRITERIO!

sy
Anablation catheterthat offers the /
potential ability to treat atrial

fibrillation. Catheters were

approved for atrial flutter, but not

atrial fibrillation, so this is novel.

A firstof-a-kind testing device to aid in the
RAFIy2ara 2F tFEN]JAyazyQa
devices exist tononitor tremors no device
hasreceivedFDA marketing authorization. A
device that could differentiate between

Parkinsonian and neRarkinsonian Disease
tremor would be novel.
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CRITERION 2C: Device Offers Significant Advantages over Existing Appro\
Cleared Alternatives

A
A

Reduce or eliminate the need for
nospitalization

mprove patient quality of life

ACIFOAEfAGFGS LI GASYUDaQ

their own care

A Establish longerm clinical efficiencies
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EXAMPLES OF TECHNOLOGIES THAT MEET CRITERION 2C
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CRITERION 2D: Device avallability is in the best interest of

patients
A Better care and patient outcomes from a
‘ public health perspective
R A Benefit patients who are unable to
5 tolerate available therapy or did not
5 G respond to alternative therapies

A Avoid harm that could result in
discontinuation of treatments
A Provide improved patient compliance
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EXAMPLES OF TECHNOLOGIES THAT MEET CRITERION 2.4

O TSI LT ETSEA LTS ST T AL B LB AR LB EAL I L LT L b Bl T S

Aninsulin pumpthat features a new e | »
mechanism to detect low blood glucose ==~ & o
and automatically stop insulin delivery. = “#22 ~ P

TGN, o P A / TLIT 5
T e 275
77 , ?/ s 4
777 - i /4

7 ’ 3 4

" AnlIVD assathat detects a genomic variant
:55 for the purposes of identifying patients with
- certain cancers who are eligible for treatment
with a specific drug.
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THE COMPLETE
BDD Process



