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The Alliance for Digital Pathology

Dear Plcc Alliance

If you’d like to learn more and contribute, please join us for virtual project sessions on
HER2-Low and PCCP.

HER2-Low: Friday, April 7 at 1:00-2:00 PM Eastern Time

Add event to calendar
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PCCP: Friday, April 14 at 12:00-1:00PM Eastern Time

Add event to calendar

HER2-Low

Curious about the topic, but can’t make the session? Find an overview with
additional resources on the website project page. As always, a recording of the
session will be posted and accessible following the meeting.

https://mailchi.mp/4al13d100b2dd/join-upcoming-project-meetings-her2-low-and-pccp
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Here’s an example of what you’ll find on the website project page. Visit it here.

PCCP

Last week, a draft guidance on Predetermined Change Control Plan was released by
the FDA. Find the document along with additional resources and links on the project

page.

approach to regulate predetermined change control plans. The
document includes Predetermined Change Control Plan (PCCP),
Authorized Predetermined Change Control Plan (Authorized PCCP),

Medification Protocol, as well as Impact Assessment.

We will host a session to review the draft guidance.

*For the modified device to have s PCCP, 3 PCCP should be submitted with the
Fnarketing submission 55 I the device and PCCP €an b duthorized ogether

Background

One of the key elements in the proposed regulatory
approach to AlfML is the so-called Predetermined Change
Control Plan (PCCP).

A PCCP allows manufacturers to specify the types of
anticipated modifications for the software and the
associated methodology being used to implement those
changes

The PCCP framework will likely entail that a manufacturer
defines and submits a PCCP to the FDA in a premarkst
submission. Under the anticipated framework, the
manufacturer can then use the PCCP to make medifications
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Proposed regulatory

Another example of what the project page contains. Visit it here.
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