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Number of requirements

EUCROF Code 92
1SO27001 113
1SO027701 12

217




Yes No Control
(1) Synopsis, protocol and CRF design 20 197 217
(2) ICF design & information leaflet 22 195 217
(3) Site selection and contract 207 10 217
(4) Data collection 212 5 217
(5) Monitoring 209 8 217
(6) Medical monitoring 209 8 217
(7) Pharmacovigilance and safety reporting 211 6 217
(8) Direct-to-patient services 212 5 217
(9) Data management 211 6 217
(10) Statistical analysis 204 13 217
(11) Clinical Study Report (CSR) 200 17 217
(12) Financial management 199 12 211
(13) Public disclosure 170 47 217
(14) Translation of study documents/data 179 38 217
(15) Audits 201 16 217
(16) Provision of IT managed services 211 6 217
(17) Provision of physical hosting infrastructure 201 16 217
(18) User technical support & hotline 206 11 217
(19) Decommissioning services 217 0 217
(20) Maintenance of Trial Master File (TMF) 208 9 217
(21) Archiving services 202 15 217
(22) Regulatory/Study start up services 204 13 217
(23) Arrangement of investigator meetings 182 35 217
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