
Doc. No. MD-QMS-K4i Ver. 1.0

Confidential

Design Change Management Policy

Role Position/Department Name Date

Author DD YYYY

Reviewer DD YYYY

Approver DD YYYY

[Company Name], Inc.

Revision History

Ver.
Effective Date / Revision 

Details / 
Author/Reviewer/Approver

Version 
1.0

Effective Date MM DD, YYYY

Reason Initial Release

Content Initial Release

Affected Documents N/A

Role Author Reviewer Approver

Department XXX XXX XXX

Position XXX XXX XXX

Name XXX XXX XXX

PREVIE
W

Not
 fo

r p
ro

du
cti

on
 u

se

Sample preview — © eCompliance Ltd. — qmsdoc.com — Not for production use



Doc. No. MD-QMS-K4i Ver. 1.0

Confidential

Table of Contents

1. Purpose..................................................................................................................................... 3
2. Scope.........................................................................................................................................3
3. Normative References............................................................................................................... 3
4. Definitions.................................................................................................................................. 3
5. Design Change / 4M Change Management..............................................................................4

5.1 General Requirements......................................................................................................... 4
5.2 Determination of Significance..............................................................................................4
5.3 Pre-Implementation Requirements......................................................................................4
5.4 Impact Assessment..............................................................................................................5
5.5 Risk-Based Approach.......................................................................................................... 5
5.6 Regulatory Reporting Obligations........................................................................................5
5.7 Record Retention.................................................................................................................5
5.8 Change Significance Evaluation Criteria..............................................................................5
5.9 Classification: Design Change vs. 4M Change....................................................................6
5.10 Change Impact Assessment Checklist..............................................................................6

6. CAPA Trigger Criteria................................................................................................................ 7
7. Design Transfer Process...........................................................................................................7

7.1 Prerequisites for Design Transfer........................................................................................7
7.2 Design Transfer Approval.................................................................................................... 8
7.3 Design Transfer Records.....................................................................................................8

8. References................................................................................................................................ 8
9. Supplementary Provisions......................................................................................................... 8

PREVIE
W

Not
 fo

r p
ro

du
cti

on
 u

se

Sample preview — © eCompliance Ltd. — qmsdoc.com — Not for production use






