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CHANGES ELIGIBLE FOR PREDETERMINED CHANGE
CONTROL PLAN (PCCP)

Subset of changes
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Component approval before
Software update implementation
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AGILE CHANGE MANAGEMENT
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COMPONENTS OF A PCCP

Description of Change

Modifications Protocol

« Validation plan
 Acceptance criteria

Impact Assessment

o Benefit-Risk assessment

Labeling (if applicable)




Harmonized PCCP for Machine Learning Enabled Devices
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Contains Nonbinding Recommendations
Drafi - Not for Implementation
Marketing Submission
Recommendations for a
Predetermined Change Control Plan
for Artificial Intelligence/Machine
Learning (AI/ML)-Enabled Device
Software Functions

Draft Guidance for Industry and
Food and Drug Administration Staff

DRAFT GUIDANCE
This draft guidance document is being distributed for comment purposes
only.
Document issued on April 3, 2023.

You should submit comments and suggestions regarding this draft document within 90 days of
publication in the Federal Register of the notice announcing the availability of the draft
guidance. Submit electronic comments to hitps:/www.regulations gov. Submit written
‘comments to the Dockets Management Staff, Food and Drug Administration, 5630 Fishers Lane,
Room 1061, (HFA-305), Rockville, MD 20852. Identify all comments with the docket number
listed in the notice of availability that publishes in the Federal Register.

For questions about this document regarding CDRH-regulated devices, contact
digitalhealth(@fida hhs gov. For questions about this document regarding CBER-regulated
devices, contact ocodifdahhs gov. For questions about this document regarding CDER-
regulated products, contact druginfo@fda s gov. For questions about this document regarding
combination pro

ADMIN

us. ﬂ U.S. FOOD & DRUG

FDA FACT SHEET

CDRH'S APPROACH TO TUMOR PROFILING
NEXT GENERATION SEQUENCING TESTS

entif'sOrsomine D Target Test MSK.1

Masth  San -
L_§r95"_=um Bl i e

Canada Corda
Octaber 2023

In 221, th LS. Food and Drug Admisiciation [FOA], Health Canada, and thi UK'S Medicies and
Hasithears peoducts Rigulteey Agency (MHRA) jointhy igentifod 10
diloperant of Gesd Mackios Lusering Practicn [GMUY). GMLD suppon:
e igh-quality artifisial imteliguncaimachis laring tachnslogies that ein bai
inssme cass, improvs devica performance.

i ol werld Uik and,

In this doeumnt, FDA, Hailth Canads, and MHEA jointly identified 5 uiding printiphes for pradetanmined
" Ricular princpk
10, which stanes zhat 2 perfarmance. e

dgtal healh weheologes ndute
st [MUMD) Riguistery ersectation o
o

o this can Mad to patient banefiti such a5 earier
Rechis 5 tancndtes chaclogs of mcoe cuind diagosas

sataty o devices i the faca of
changs mwﬂ.mwmuumamm_n Bocyeh (TPLCY. Howews, exrain changes ts MLMDS, sueh a6
kel o algerith, sigrificant. For this raason, they £an seduine rogulstory
[ Suck ot ah
rapid pacs of MLMD develosment

0 ehange contral plins
nypicaly

ragquined PECRS £an b wsad 1o hele:

. slig pid and oegoing aep Ll
i ik i timaly and orgeing | cugh mairnenans, andjor mproveg

*  upiald high reguisnory standands Lo envure divics sality and efectivencis.
For this docsment, the term PCCP describes a plan, propesed By & mansfacure, tha specfies:

* cortain pannad modilications 1o a device
. " "

*  tha auismant of inpacts frem medifiations.

PCCFsmay ba developed Jurissietions.

et iy bjoctiag o tha 5 Geslshrg Princislic few OO hee MLMD b 10 provies foundationsl tonsiforatior that

highight he et PCCPS. Anathir b demint & 1o Geitate

eallaber st 6 fow MLMDL As with the GMILP
ol 1h by a e - ragis

Intiratinal harmorstion s Rakeheier consr e the com cencests of PLCR wil hols uppeel he

A th FD, pusbc ochast (ELA 20108 1 and
This werk & i

i a and th
gt sl it hiss o, sollwareeshra gow uk,

IDATEN (Improvement Design within Approval for
Timely Evaluation and Notice)

B Post-Approval Change Management Protocol (PACMP).

B To enable continuous and timely improvements through
product lifecycle. (suitable for SaMD. Could be applied
to ALL Medical Devices.)
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Draft guidance document:
Pre-market guidance for
machine learning-enabled
medical devices

IV. Updating Breakpoints in AST System Device Labeling

Establishing and Utilizing a PCCP for Breakpoint
Updates in a 510(k) Submission for an AST System Device

Generally, updating the STIC of an AST system device could significantly affect the safety and

effectiveness of the device, and therefore, such modifications, if not included in a PCCP or

breakpoint change protocol, would likely require submission of a 510(k) prior to updating device
labeling. ' In this guidance, FDA describes an approach that would often be least burdensome
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