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An IDE allows the clinical investigation sinthe United
« Per21CFR812.1:"An ap| onal d ption (IDE)
Investigational Device Exemptions (IDEs) : : permitsa device that other equired to comply with a
Invest|gat|ona| perfarmance standard or to have et approval to be shipped
Device lawfully for the purpose of conducting investigations of that device.
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+ Reasons per 21 CFR 812.30(b) &

tion 520 of FD&C

Fallure to comply with the requirements of 21 CFR 812
FD&C Act, or any other applicable regulation

ection 520 of « Inadequate Report of Prior Investigations
Missing or Inadequate Informatlen (e.q., animal study, engineering

Application t an untrue statement of materlal fact or omits testing, biocompatibility evaluation)
information required by 21 GFR 812 Most Common . p evaluated to
R for - Spo ‘nJrf?lSlorSSDOSdlomqqu un;\(m nal information in the R f provide confidence/reliability on performance aspects of the device in
easons time that FDA prescribes (21 CFR 812.30(b)3) easons for the intended patient population
. - R n to believe that risks to subjects are not outwelghed by « Inadequate clinical mitigations for any risks that can't be adc via
D|Sappr0va| anticlpated beneflts to the subjects & the importance of the knowledge |DE testingle.q., animal. engineering, other)
to be gained (21 CFR 812.30(b14) ] - Insufficient discussion as to how the benefits outwelgh the rlsks for the
+ Inadequate safety in the tigational plan D|Sappr0va| intended patient population

Inadequate Informed consent (21CFR 812.30(b14) Inadequate discussion as to how the totallty of the data/Information
Sclentifically unsound clinical investigation (21 CFR 812.30(b)4) provided supports that the beneflts outweigh the risks for the intended
R n to believe t e device wlll be Ineffective (21 CFR 812.30(b)4) patient population

nadequate potential benefit
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Study Design

+ FDASIA Section 801 - Signed int July

FDA shall not disapproved an IDE an the basis of FDAs belief that the
study design is inadequate to support a future premarket approval
(PMA)application, 510(k), Humanitarian Device Exemption(HDE)or De
Novo Classification

- NOTE: Concerns with tr

Design Considerations (SD

dy Design are communicated as Study
¢ NOT reasons for disapproval

SDC need to be take ed in a timely manner

+ 510[k)Premarket Notification

premarket submission that is intended to demonstrate that the device
to narketed is at least as safe and effective as legally marketed
device that does not require PMA

. s (k) of the Food, Drug, and Cosmetic A

510(k) o
Premarket

N ot |f| Cati on + Marketing Submission Pathway for many Class Il devices, .g

Many balloon catheters (non-drug coated),

Totality of the information must show substantial equivalence

ular embolization dev

ntrol hemorrhaging due to
aneurys ain types of tumors (e.g.. nephroma
fibroids), and arteriovenous malformation:

epatoma, uterine
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510(k) submission documentation should show that subject device Is as
safe & effective as the pradicate device & demonstrate substantial Inmany cases: substantial equivalence is demonstrated through r

510(k)
Guidance

No change to applicable statutory &
regulatory standards; New guidances
are intended to improve transparency,
predictability, & consistency.

equivalence(SE)

Predicate Device: A
device of a

ly markete

vice to which the subject

FDA Guidance: Bes tices for Selecting a Pred
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afety & performance
informati
y distributed

ce's safet,
laints) afte

d or design-related

hether the:
of known

“TERUMO

AGRTIC

non-clinical safety a a(no clinical data ne

& intended use are same. ciently

Clinical data may
pred

w substantial equivalence (SE)to the

FDA Guldance: Recommendations for the Use of
Premarket Notificatio

Four Potentlal Scenarios

Slinical Data in

510(k)
Guidance

510(k) Submi

Differences in the indicati
device

e of the new device & predicate

Differences in technological characteris:

ics of the new device &

te device cannot be determined by non:

bench, animal)

No change to applicable statutory &
regulatory standards; New guidances
are intended to improve transparency,

predic: nical
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Summary

ue to inadequate Report of Prio
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New FDA Guida

aim to further clarify the 510(k) proc

FDA Guldance: Recommendatio
Premarket Notification 510(k) Sub

FDA Guldance: Best Prac
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r the Use of Clinical Data in
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