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Table 1 
Table 1 creates, whenever feasible, a correlation between the 10 guiding principles identified by the 

FDA, Health Canada, and MHRA, and the relevant sections of the MDR [1], IVDR [2], ISO 13485 [3], IEC 

62304 [4], IEC 82304-1 [5], as well as other relevant standards or guidelines. 

About 50% of what is described in the FDA, Health Canada, and MHRA GMLP guiding principles 

document is reflected in Annex I of the MDR and IVDR, in point 7.3 (Design and Development) of ISO 

13485, in point 5 (Software development process) of IEC 62304, and in point 4 (Health software product 

requirements) of IEC 82304-1. However, it is necessary to consider the contribution of other sections of 

the referred documents, such as Annex XIV – Part B (Post-market clinical follow-up) of the MDR, Annex 

XIII – Part B (Post-market performance follow-up) of IVDR, point 6 (Software maintenance process) of 

IEC 62304, or point 5 (Health software – software life cycle processes) of IEC 82304-1, as well as other 

standards or guides like ISO 14971, ISO/IEC 23894:2023, ISO 14155, or MDCG 2019-16 [1]–[10]. 
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