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FDA Regulatory Readiness Checklist

Assess. Prepare. Submit. Succeed in the U.S. Market.

A practical tool
: : to plan your
Mark your current status and identify any gaps before you move forward. v FDA journey.

Use this checklist to review key FDA regulatory considerations for your medical device. v

0 IEECll Device & Intended Use @ ﬁTr) Classification & Pathway

Key Considerations Yes Partial MNo N/A Key Considerations Yes Partial No N/A

Device definition and intended use are documented. 0O O [ O FDA classification has been assessed, 0 O O ]

i;j ;&;t;icr:]r:; Ipahent population and use environment 0 0 0 0 222:?32:3;?5;?:?3 : :;Ig;;ziu ct code have 0 0 0 0

Claims are identified and supported by the proposed use. [ O O O Emential 510(k), De Novo, PMA or other pathway 0 0 0 0
. ; - ¥ as been assessed.

E:::;i;‘:;‘:‘ig:’:::’;‘;Zi‘:ﬁ?:;lo@m'l ‘m] ] (m | ] Predicate availability has been evaluated alaliolo

where relevant.

@ {@} Evidence & Testing @ E:.f‘ Submission Documentation

Key Considerations Yes Partiall No N/A Key Considerations Yes Partial Ne  N/A
Required performance testing has been identified. O O O = Device description and specifications are complete. O O O O
Risk-management considerations are documented. 0O O [ ' Regulatory history and predicate information are 0 0 0 0
. R : e documented where applicable.
Biocompatibility, EMC, electrical safety, sterilization 0 0 0 0
or other testing has been assessed where applicable. Testing reports and supporting evidence are available. =] O O d
Clinical evidence requirements have been evaluated. [ [ = = Labeling and claims are aligned with the proposed 0 0 Ol D
submission,
Software, cybersecurity and human-factors o ) . )
considerations have been assessed where applicable. O (] O = Submission sections are internally consistent. E] 0 O (|
/_,ﬂ . . OOO " .
m] Quality & Establishment o FDA Interaction & Review
o
Key Considerations Yes Partiall No N/A Key Considerations Yes Partiall No  N/A
Applicable QMS requirements have been assessed. O O O O FDA qguestions and correspondence are tracked. O O O |
Establishment registration and device listing T A process exists for reviewing and responding
requirements have been evaluated. g o g O to FDA requests. o O o o
Manufacturerfimporter responsibilities are understood.  [] O O O Additional-information responses are supported 0 0 0 0
; by objective evidence. =
U.S. Agent requirements have been assessed 0 0 0 0
for foreign establishments. Submission changes and amendments are controlled.  [] o a [
Required quality records are available. O d O O Regulatory decisions are documented. | J 0 ]
@ Iﬁﬁ Post-Market & Lifecycle .—| Identify gaps.
7 Plan next steps.
Key Considerations Yes Partial No N/A l: | :
= Download the full checklist
Change-control and regulatory impact assessment processes are established. d a O O and get started with your
Applicable MDR/reporting cbligations are understood. O | 0 0O FDA readiness assessment.
Corrections and removals requirements have been assessed where applicable. O O O O
Registration and listing information can be maintained. ] O O O Downicad the F[{A :
Regulatory Readiness Checklist
Post-clearance/post-approval regulatory activities are planned. a a a O
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Disclaimer: This checklist iz an initial readiness tool and does not replace regulatory assessment, certification, legal advice, or FDA review.



