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01- HOW PCCPS ARRIVED

Seven years of regulatory work on one mismatch

Software improves on a release cadence. Regulatory
authorisation works on a submission cadence. Every

meaningful update to marketed medical device software sat

between the two, and adaptive AI made that gap a

structural problem rather than an inconvenience. A PCCP

Changes consistent with an authorised
plan need no further authorisation when
they are implemented. They stay inside
the software's original intended use or
intended purpose.

The mechanism, in two sentences

closes it by moving the review earlier. The manufacturer
describes changes it has not made yet, and authorisation

covers them in advance.

THE PATH TO CONVERGENCE

2019 to 2021

Problem framed

FDA published a discussion
paper on modifications to AI
and ML software, then an
action plan, then good
machine learning practice
principles with Health Canada
and the MHRA.

December 2022

Statutory authority

FDORA added section 515C to
the FD&C Act, giving FDA
explicit authority to authorise
a predetermined change
control plan. The mechanism
moved from concept paper
into law.

WHERE YOU CAN USE ONE TODAY

2023 t0 2024

Guidance lands

FDA issued draft marketing
submission guidance, then
trilateral PCCP guiding
principles, then final guidance
in December 2024. Practice
started to accumulate.

2026

N90, convergence

IMDRF published essential
principles so that jurisdictions
adopting PCCPs converge on
one shape instead of
diverging from a shared idea.

JURISDICTION POSITION WHAT IT MEANS FOR YOUR PLAN

United States A named statutory route with

final guidance behind it.

The most developed practice today. It is also the reference point most
reviewers and partners will have in mind.

The MDR has no PCCP
mechanism. The AI Act is the
nearest analogue.

European Union Under the AI Act, changes to a high-risk system that the provider pre-
determined at initial conformity assessment, and documented in the
technical documentation, are not a substantial modification. That is a

different instrument with narrower reach, and MDR change obligations

still apply.
Elsewhere Adoption is uneven. Some One plan written once for every market is not a safe assumption. Self-
jurisdictions do not accept certification routes and reliance frameworks each add a compatibility
PCCPs for review at all. question that the manufacturer owns.
Read N90O for what IT DOES IT DOES NOT
itis Identify essential principles, establish the Interpret or replace any jurisdiction's law,

Essential principles, not
requirements.

elements of a plan, indicate the scope of
changes that could sit inside one, and set
out benefits and challenges.

establish regulatory requirements, define
which change types are acceptable, or
serve as guidance in any jurisdiction. Use
it to design a defensible plan, not to argue
that your plan is acceptable.
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02 - THE THREE ELEMENTS

What changes, how it is proven,

and what it does

to therisk

A plan generally holds a description of changes, a change plan, and an impact assessment. The level
of detail should be proportionate to the risk and complexity of what is changing. The three elements
are not independent chapters. A plan in which they read as separate documents is the most common

structural weakness.

0 WHAT CHANGES

Description of changes

e Each change named on its own,
with its own rationale, specific
enough to assess continued safety
and effectiveness.

e Explicit boundaries on the range of
what may change. Only changes
that can be verified, validated, and
deployed belong in a plan.

e Whether a change applies uniformly
across the market or is adapted per
site or patient, and the controls that
keep those apart.

e Whether implementation is
automatic, manual, or both, and the
expected update frequency where it
is known.

THE LINK THAT IS OFTEN
MISSING

One change, one
verification plan

HOW IT IS PROVEN AND
SHIPPED

Change plan

e Performance evaluation methods.
The data, test and analysis
methods, metrics, and statistical
tests per change, individually and
in aggregate.

e Acceptance criteria set in advance
that are quantitative, statistically
sound, proportionate to risk, and
clinically meaningful.

e A stated mechanism that stops a
change from shipping when it
misses those criteria, and that
records the failure.

e Update procedures. Deployment,
post-market monitoring, user
notification and training, and
labelling that stays true to the
version in use.

WHAT LINKS THE OTHER
TWO

Impact assessment

e Each change compared against
the version with nothing changed,
with its anticipated benefits, risks,
and mitigations.

e The risk introduced by the act
of changing software already in
the field, not only the risk of the
change itself.

e How each change may interact with
the others, and the cumulative
effect of implementing all of them.

e Updated cybersecurity and
interoperability risk where relevant,
framed by the existing quality
system rather than beside it.

Connect every entry in the description of changes to the specific
verification and validation plan that proves it. A reviewer can then find the
evidence for a single change without reading the whole plan, and can see
how that change bears on safety and performance. Without that
connection, reviewers infer coverage, and inferred coverage produces

questions.

FIVE PRINCIPLES A ROBUST PLAN SATISFIES Test any draft against all five before submission.

Focused and Risk-based Evidence-based Transparent Lifecycle view
bounded Intent, design, and Evidence across the Users know how the User input, new data,
Specific changes, all implementation driven whole product software performs and risk practice
inside the original by your risk framework lifecycle, not only at before and after a applied continuously
intended use or and held inside it. submission. change is rather than once.
intended purpose. implemented.

QITY - PREDETERMINED CHANGE CONTROL PLANS, THE N90 PLAYBOOK

03



03 - THE QUALITY SYSTEM IS THE GATE

A plan is a commitment about
processes you already have to run

A PCCP is developed and managed within the
manufacturer's existing quality management
system, including risk management. Changes
authorised through one are expected to be
implemented according to that system, in
particular change management and risk
management, in line with existing requirements
and standards such as IEC 62304.

The central requirement in the whole subject

01 Change management

A change inside an authorised plan skips the submission,
not the process. Each one still needs a change record, an
approver independent of the author, verification against
the criteria you stated, and a release decision that can be
reconstructed later. Accelerating implementation is the
purpose of a plan. Shortening the record is what makes it
indefensible.

03 Version control of the plan itself

Manufacturer and regulator have to agree which version
was authorised. Because a plan contains changes that
would otherwise need a submission, revising an
authorised plan is generally treated as affecting safety and
performance, and will likely need re-authorisation. Some
jurisdictions may allow minor revisions without it. Ask
rather than assume.

o5 Labelling control

Users should see labelling for the version they are
running, and changes in the plan that have not been
implemented should not appear in it. That requires the
deployed version per user population to be a fact you can
retrieve, not one you reconstruct from a deployment log.

The plan therefore does not create control. It
commits you, in advance and in writing, to control
that you must already be able to demonstrate. It
does so for changes that would otherwise each
have needed their own submission. Six processes
carry that weight.

02 Risk management

The impact assessment asks more than an ordinary risk
assessment, because it has to address the cumulative
effect of changes you have not made yet. That works only
if hazards, controls, and residual acceptance are
maintained records. It does not work if they sit in a file
written at submission and reopened at audit.

04 Failure handling

The plan has to state how a missed acceptance criterion is
recorded, and how the change is prevented from being
implemented when it misses. A plan with no failure path
implies that every planned change succeeds. No reviewer
believes that, and no monitoring data supports it.

06 Post-market monitoring

A plan redistributes risk across the lifecycle. It therefore
needs ongoing monitoring of cumulative change, and
confirmation that the growing body of evidence still
supports the intended use and the risk profile. Monitoring
that cannot be attributed to a deployed version cannot do
that.

Take one change you would want inside a plan. Try to produce, today, the

BEFORE YOU DRAFT
ANYTHING

One test worth running

record trail it will need after authorisation. That means the dataset version
it trained on, the criteria agreed before evaluation, the independent
approver, the deployed version per site, and the rollback that was

exercised. If that trail has to be assembled by asking people, the plan is
committing to control the quality system cannot yet demonstrate.
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04 - THE COST, AND CONTROLLED EVOLUTION

The cost falls at submission.

The benefit returns later

A PCCP moves planning, risk analysis, and documentation into a submission that would otherwise
have been simpler. It returns that investment across the following years of updates. Programmes that
read only the benefits commit to a plan they cannot sustain.

THE BENEFIT, ACROSS THE LIFECYCLE

Patients see improvements sooner. Authorised changes
reach the field without a separate submission cycle, so
new clinical evidence arrives while it is still current.

Updates can be scheduled around clinical work. Planned
deployment disrupts clinical workflows less than reactive
change does.

Administrative load falls over the lifecycle. One
authorisation replaces a series of submissions for planned
changes that repeat.

Modifications become affordable again. Improvements
that were deprioritised because the submission cost
exceeded the benefit can return to the roadmap.

Earlier conversations with regulators. Agreeing planned
modifications up front aligns both sides and shows
authorities what is coming.

NEW IN QITY AIMS

Controlled Evolution. Assemble
the plan from your records

Qity is an integrated QMS delivered as Atlassian apps, so

document control, change control, risk, and training
already live in the Jira and Confluence your teams work

in. The Qity AI Management System sits inside that same

system, which is what N90 expects. A plan has to be
managed within the existing quality system rather than
beside it.

THE COST, AT SUBMISSION

A harder and slower submission. More planning, risk
analysis, and documentation, a higher initial cost, and a
longer run-up. Time to market for the first release can
lengthen.

Revisions can cost the authorisation. Changing an
authorised plan generally means re-authorisation. A plan
drafted too tightly becomes a liability, and one drafted too
broadly will not be authorised.

Risk redistributes across the lifecycle. Stepwise
development demands stronger traceability and
continuous monitoring of cumulative change than a
submission per change ever did.

One plan will not fit every market. Jurisdictions differ on
which changes need a submission at all, and that changes
what belongs in a plan.

Two ways to make it manageable. Keep the first plan to a
small number of changes that a reviewer can genuinely
review. Consider attaching it to your first change
submission rather than the initial one.

45 MINUTES, YOUR OWN PRODUCT

Bring one Al-enabled product and a change
you would want pre-authorised. We record it
in Controlled Evolution as a planned
modification, set its boundary and
reassessment triggers, and assemble the
plan while you watch. You leave knowing
which records you already hold and which
are missing.

Controlled Evolution is the latest addition to Qity AIMS. It

holds each planned modification as a record, with its

boundary, the dataset versions and frozen protocol it may

use, the acceptance criteria fixed before evaluation, its

impact assessment, and the authorisation, monitoring, and
rollback that follow. The plan is then assembled as a view

over those records.

Schedule an AT Management
System demo
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