Reporting device studies:

· ISO14155/2003 – original guideline
· ISO GCP guideline revised 21 Jan 2011 Clinical investigation of medical devices for human subjects ​ Good clinical practice (ISO 14155:2011) – Main guideline including Annex D13 (appendices to CIR) available for purchase in English or French from: http://www.iso.org/iso/catalogue_detail?csnumber=45557. The purchased document is watermarked with the purchaser’s name and the document cannot be shared which is why EMWA cannot provide it.
