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Change Control Notification 
 

Logan, Utah, USA, 19 June 2020 TW392538H 

 

Regarding:  GE Healthcare Life Sciences (Biopharma business) is now Cytiva.  Certificates of 
Analysis and Label updates. 

Dear Customer,  

As part of our change control program, we write to notify you that Danaher Corporation’s purchase of the GE 
Healthcare Life Sciences Biopharma business units consisting of BioProcess, Cell & Gene Therapy and Genomics & 
Cellular Research is now complete. As of 01 Apr 2020, we began doing business as Cytiva.  

Cytiva is now part of the Danaher Corporation, which is a public company. 

Affected products 
A global change control notification, TW392538, was distributed through the Regulatory Support CCN website to 
cover all impacted GE Healthcare Life Science Biopharma business units and products.  This notification specifically 
covers all HyClone products.   

What is not changing 
This is a change of the company brand name only. There is no change to the products, nor the legal entity. Please 
be assured that we will continue to deliver our products and services to you as usual. The following main items 
WILL NOT CHANGE at this time as a result of the transition steps: 

− Our quality management system 

− Processes for change control including change control notifications 

− Manufacturing processes 

− Manufacturing locations 

− Equipment used in the manufacturing of our products 

− Products, product specifications and drawings as such will not change even though brand name and/or 

logo will get updated 

− Product names 

− Product part/code numbers 

− Lot numbering system 

− Quality release claims 

− Terms of legal agreements will remain in effect according to their respective terms 

− Your account teams and contact 
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Product documentation provided under the company name GE Healthcare Life Sciences including manuals and 
instructions, specifications, statements, Regulatory Support Files, Validation Guides, Certificates of Suitability 
(CEPs), and vendor questionnaires REMAIN VALID until they are updated/revised. 

What is changing 
Company Brand changes 

− The company brand name Cytiva will gradually be included in labelling and/or other product 

documentation such as certificates, user documentation etc. This means that the GE brand will be 

removed or replaced on our products and product documentation over time. The changes in label and 

product documentation imply no difference in product quality or performance. Product quality release 

claims remain unchanged. 

− All Certificates of Suitability and other documents required for import and export of applicable products 

such as animal-derived sera will be updated to reflect the Cytiva brand name.  The timeline for release of 

the updated certificates is outside of our control and is subject to the processing time of the European 

Directorate for the Quality of Medicines (EDQM). 

Re-branding 

− Labels and certificates will be updated with the Cytiva name including logo over time. Examples of updated 

certificates and labels are provided below.  In addition, updated certificates and label examples will be 

published at www.cytiva.com/4customers. 

− Technical drawings will be updated with new brand name at the time they are being revised for other 

reasons. 

− Packaging material where the GE brand and logo is displayed will be updated over time to either include 

the Cytiva brand and logo or remove the GE company name and logo.  

Mixed branding 

− Please note that finished products in our warehouses are rotated on a regular basis using first in, first out 

inventory management and will not be re-labeled. During the transition phase, documents for products or 

services will be changed gradually in the coming year. For products with a longer shelf life (>2 years) the 

transition phase can last for several years. 

− Mixed branding on products (shipments with differently branded products within the same shipment 

and/or a product carrying both brands) will occur during the transition phase. For products with a longer 

shelf life (>2 years) the transition phase can last for multiple years. 

Please prepare to receive certain goods with brand name and legal entity details for both Cytiva and GE 
Healthcare Life Sciences for a period of time. Please ensure that your warehouse and Quality Control 
release personnel are informed and take necessary actions. 

http://www.cytiva.com/4customers
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Web and email addresses 

Our web address has changed to www.cytiva.com and our email addresses are firstname.lastname@cytiva.com. 
For a limited period of time, our old email addresses will be forwarded to our new address.  Please update your 
contacts accordingly. 

More Information 
For updated information related to our transition into Cytiva, such as answers to frequently asked questions, legal 
entity updates and other relevant information, please visit www.cytiva.com/4customers.  

Attachment 
− Label and certificate examples 

To receive future notifications about our products, please register and subscribe for change control notifications 
at our website: www.cytiva.com/rsf. We recommend the use of business-related e-mail addresses instead of 
personal e-mail addresses, ensuring better information sustainability (example: 
supplier.notifications@company.com). 

While your organization is assessing the potential impact of these changes, please do not hesitate to respond to 
the email delivering this communication or contact our Technical Support team at 
hyclone.techsupport@cytiva.com. 

 
 
Yours sincerely, 

Blake Hadfield 

Customer Support Team Lead 

 
 
  

http://www.cytiva.com/4customers
mailto:respond
mailto:hyclone.techsupport@cytiva.com
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Attachment 
Certificate of Analysis (COA) layout for Logan (LIMS generated) 
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COA layout for Pasching (LIMS generated) 
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COA layout for Singapore (manually generated) 
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COA layout for Tauranga (manually generated) 
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Examples of labels with new branding 
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