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No.  Description Risk Reference Change 

DOC1.1.11 M Handwritten amendments to documents do not exceed six months since entry 
date.  

Guidance: Documents are re-issued to include the amendments, as authorized.  

L  New 

DOC1.2  There are mechanisms to communicate changes to documents.   New 

DOC1.2.1 M New or revised documents are communicated to staff.  

Guidance: In this context, "documents" can be policy statements, procedures and 
related job aids, instructions for use, protocols, procedures, manuals, standard 
operating procedures, etc. Documents can be in any form or type of medium, such 
as hard copy or digital. 

H  New 

DOC1.2.2 M The communication of documents is recorded. M  New 
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Abbreviation Reference 

ISO-15189 International Standards Organization, ISO 15189 Medical laboratories § Requirements for quality and 
competence, Geneva, Switzerland: ISO; 2022 Fourth edition. 

 


