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Dear Reader
We are pleased that you are interested in this white paper.

In the following, you will gain valuable insights, tips and  
recommendations for your job.

You will receive the latest, practical trends and impulses direc-
tly from our experts. In addition, you can expand and deepen 
your specialist knowledge with our range of different further 
training courses.

We wish you many new insights while reading.
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The principles of post-approval change 
management

This whitepaper describes the principles of post-approval change ma-
nagement protocols (PACMP) and the related guideline documents.
It includes the description of the process and the impact on timelines.

What is a Post-approval change management protocol (PACMP)? - I

•	 A PACMP is a regulatory tool that provides predictability and transpa-
rency in terms of the requirements and studies needed to implement 
a change

•	 Provides opportunity for lower reporting category when implemen-
ting changes

What is a Post-approval change management protocol (PACMP)? - II

•	 A PACMP describes specific change(s) that a company would like to 
implement following marketing authorization and how these would 
be prepared and verified 

•	 A PACMP applies to all types of products and incorporates a science 
and risk-based approach to evaluate impact of change(s) on product 
quality in a proactive manner 

•	 PACMPs may be included in an original marketing authorization 
application (MAA) or be submitted as a stand-alone type II-variation; 
approved PACMPs can be modified via a type II (major change) or 
type IB (minor change) variation

General principle – 2-step implementation



First introduced in 2003

EU Variations classifications 
in 2010 EMA Q&As in 2012

Concept of PACMP in the regulatory world



Guidance is available
ICH Q12

•	 Description and rationale for the change

•	 Supporting information and analysis

•	 Specific tests, studies, analytical procedures, and acceptance criteria

•	 Discussion regarding the suitability of the approved control strategy 

•	 Any other conditions to be met (e.g. selected PPQ activities)

•	 Proposed reporting category for step 2

•	 Confirmation that ongoing verification will be performed under the PQS.

Adoption of ICH Q12 by EMA/CHMP in March 2020

PACMP – How it works
•	 Post-approval change management protocol (PACMP) concept introduced in 2010 in EU through 

Variations Classification: 

Step 1



Step 2

Step 1 and 2 in more detail

Step 1

•	 Submission of a written protocol including:

•	 Description of the proposed change(s) with rationale(s)

•	 risk management activities

•	 proposed studies and acceptance criteria to assess the impact of the change(s)

•	 other conditions to be met

•	 the proposed reporting category

•	 any other supportive information

•	 Approved by regulator in advance of execution of the protocol 

Step 2

•	 Carry out tests and studies outlined in the protocol 

•	 If results/data generated meet the acceptance criteria and any other conditions submit this 
information to the regulatory authority according to the category in the approved protocol

•	 If results/data generated do not meet the acceptance criteria and any other conditions 
reduced 

•	reporting category is no longer valid

•	default to existing regional regulation or guidance regarding change implementation

•	 Depending on the reporting category, approval by the regulatory authority may or may not be 
required prior to implementation of the change.



Overall process and impact on Timelines
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Other offers

Practical regulatory affairs & vigilance knowledge 
Our regulatory courses and conferences provide practical information on the fundamentals and trends in 
marketing authorisation, regulatory maintenance and post-marketing surveillance. More information. 
 
e-Learning – Click and learn 
The FORUM Institut offers a flexible form of training with quality e-learning courses. You decide for yourself 
when and where to learn. Test free now. 
 
In-house seminars – Tailored solutions 
All our seminars are also perfect for in-house training. 
Request a personalised quotation now.

FORUM · Institut für Management GmbH • Vangerowstraße 18 • 69115 Heidelberg • Germany
Phone: +49 6221 500-500 • Fax: +49 6221 500-555 • www.forum-institut.com

https://www.forum-institut.com/area/2620-regulatory-affairs-vigilance/117/N/0/0/0
https://www.forum-institut.com/online-training
https://www.forum-institut.com/organization-of-in-house-seminars

