LABORATORIES

Minor Signif. Mod
Requirement Stage Date Foren. bl NY Unmet ik biod, e o, 52 Other’s
DoD CLEP Need Market Other’s Other’s PMA
. 510(k) 510(k)

MDR, Correction, Removal
(§ 803 and § 806) 5/6/25 No No No Yes Yes Yes

Complaint Files (§ 820.198) 5/6/25 No No No Yes Yes Yes
Registration (§ 807) 5/6/26 No No No Yes Yes Yes
Listing (§ 807) 5/6/26 No No No Yes Yes Yes
Labeling (§ 809.10) 5/6/26 No No No Yes Yes Yes

Investig. Device (§ 812) 5/6/26 No No No Yes Yes Yes

Design Controls
(§ 820.30) 5/6/27 No No No Yes No No

Purchasing Controls
(including supplier controls) (§

£20.50) 5/6/27

Acceptance Activities
(receiving, in-process, and
finished device acceptance)
(§ 820.80 and § 820.86)

5/6/27

CAPA
(§ 820.100) 5/6/27

Records
(part 820, subpart M) 5/6/27

Premarket Review
(high-risk); PMA 11/6/27

* Major change, or modification in intended use requires premarket submission. **Mod. scope limited to as described in Final Rule preamble.

Please send comments/edits to jonathan.genzen@aruplab.com. See Final Rule for exact requirements.

Premarket Review (mod /
low-risk); 510(k) & De Novo 5/6/28



https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-803
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-806?toc=1
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820/subpart-M/section-820.198
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-807?toc=1
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-807?toc=1
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-809/subpart-B
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-812?toc=1
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820/subpart-C
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820/subpart-E/section-820.50
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820/subpart-H?toc=1
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820/subpart-H?toc=1
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820/subpart-J/section-820.100
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820/subpart-M?toc=1
mailto:jonathan.Genzen@aruplab.com
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