
ANNEX 1
European Union (EU) Annex 1 recently underwent a significant revision. Even clients without a product 

approved in the EU should consider aligning with the guidelines sooner rather than later, as the US 
FDA has indicated a desire to align with these standards. Kymanox and our Quality Control (QC) 
experts can help identify and close gaps to align with the revised Annex 1 and ensure that your 

processes minimize contamination-related risks. 
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Key Kymanox Services 
As a professional service company, Kymanox has a unique insight into many 
challenges that arise in the process as we work with several different clients, 
addressing different client types and needs. 

Kymanox has expertise in aseptic processing, microbiology, environmental 
monitoring, and contamination control, making us uniquely positioned to 
succeed in closing gaps to align with the revised Annex 1 requirements. 
Kymanox can support compliance with Annex 1 requirements with the following 
services:

• Performing Gap Assessments

• Creating a Holistic Site Contamination Control Strategy

• Assessing Root Cause Behaviors

• Establishing an Effective Corrective and Preventive Action 
(CAPA) System

• Setting Up Investigational Procedures

• Updating Procedures in the Case of Arising Issues
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What is Annex 1?
Annex 1 is an EU guidance document for the manufacture of sterile medicinal products. The final revised draft has expanded the 
content from 16 to over 50 pages and includes new requirements as well as additional detail from the previous version of Annex 
1 from 2008. Companies will have until 25 August 2023 to demonstrate compliance to all revisions except for section 8.123 on 
lyophilizer sterilization (companies must demonstrate compliance by 25 August 2024).

The principles within the revised Annex 1 might take time and resources to implement, but it will have a huge return on investment 
as policies are implemented and processes are operational with improved overall contamination control. Procedures that quickly and 
efficiently address issues and that use a risk-based approach will improve product quality and reduce time and resources needed for 
remediation. 

Contamination control is an ongoing, multidisciplinary endeavor. Product quality and safety are of utmost importance, and thus 
undetectable contamination and other failure modes need to be addressed in the timeliest manner. Ultimately, complying with Annex 
1 guidelines will help you achieve a comprehensive contamination control strategy and ensure your medicinal products continue to 
provide benefits to patients in need.


