


Customer communication

SITE TRANSFER

CHANGE SCHEDULE

June 2023 June to October 2023 September 2023

Commissionning of 
the facilities

Facilities & equipments
qualification

Transfer & starting
of the storage activity

November 2023

Starting of 
Manufacturing

Activities

Here are the 4 main phases of the site transfer strategy:



Customer communication

June 2023 June to October 2023

Commissionning
of the facilities

Reception of the 
laboratories & storage

room 

Qualification of 
Facilities/HVAC
Laboratories, & 

Clean Room 

Cleaning of 
laboratories

Qualification of Utilities: 
gas power plants and distribution networks 

CO2, AC

Reception and 
commissionning

of equipment

Qualification 
of equipment

September 2023

Temperature-controlled
transfer of nitrogen

containers secured by ADR 
carrier

(under specific insurance contract)

Temperature-controlled
transfer of over temperature

chambers

Commissionning of the facilities Facilities & equipment qualification 
Transfer & starting of the 

Storage activities

November 2023

Launch of all  
productions 

on the new site

Cleaning
of 

Clean Room

Completion of ongoing productions 
on the current site

SITE TRANSFER

DETAILED SCHEDULE

Starting of Manufacturing

Activities



Customer communication

5 M diagram Document ID Item 

Machine (equipment)
(common strategy for the entire site*)

AdR 028/
AdR 058

Transfer of equipment

Manpower
(common strategy for the entire site*)

AdR 029/
AdR 030

Training of people 

Medium 
(environment)

AdR 033 Qualification of facilities

Methods NA Dependent customer

Materials
(common strategy for the entire site*)

AdR 029/
AdR 030

Transfer of raw materials

The control of risks has been taken into account through the CGC 22-61 : 

*Common documentation to the 1st transfer step : qualification/validation strategy for the transfer of quality control activities (CGC 21-03)

SITE TRANSFER

CHANGE CONTROL STRATEGY: CGC 22-61
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Authorization for use

1st step: Qualification of Facilities

2nd step: Qualification of equipment

Validation Master Plan 
VMP-01

System impact analysis
SIA

General Transfer qualification/validation Plan
for manufacturing and storage activities

PGV-002

Laboratories & Clean Room/HVAC

Standard and specific equipment
(new and transferred)

Utilities

URS rev01 12/11/2020
Amendment of URS rev01 08/07/2021

Design qualification of Facilities
QC-002

General Transfer qualification/validation Report for 
manufacturing and storage activities

RGV-002

Software associated with the equipment
(new and transferred)

Site prerequisites : 
QC-001 signed: qualified site

RGV-001 signed: facilities & IT qualified, 
servers transferred

RV-034: EMS validated

SITE TRANSFER

QUALIFICATION & VALIDATION STRATEGY

The strategy is divided
into 2 major steps :

1st step: Qualification of Facilities

2nd step: Qualification of equipment



Customer communication

• List of documents mentioned in the presentation :
• CGC : change control 
• VMP : Validation Master Plan 
• SIA : System Impact Analysis
• PGV : General Transfer qualification/validation Plan
• RQV : General Transfer qualification/validation Report
• AdR : Risk Assessment

Comment: these documents will be available for consultation on site only during audit.

• Address of CLEAN CELLS new facility starting since February 2023:

Start of Storage activities in new facilities :   
September 2023

Start of Manufacturing activities in new facilities :   
November 2023

SITE TRANSFER

GENERAL DOCUMENTATION

4 rue Nicolas Sadi Carnot
ZA du Point du Jour
85 600  Montaigu – Vendée
FRANCE



For any additional information feel free to contact :
- external.change.notification@clean-cells.com -

CLEAN CELLS 
Head Office : Rue Marie Curie – Parc d’Activités Vendée Sud Loire 1 – 85600 MONTAIGU-VENDEE- France
Operating Office : 4 Rue Nicolas Sadi Carnot – ZA du Point du Jour – 85600 MONTAIGU-VENDEE – France

www.clean-cells.com

mailto:external.change.notification@clean-cells.com
http://www.clean-cells.com/

