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	Ref. in ISO
	ISO requirement
	Section/Page in CIP

	A.1

	A.1.2
	Identification of the clinical investigation plan 
(title, reference, version, revision history, page numbers/total numbers, abbreviations and acronyms)
	

	
	A.1.3
	Name and address of the sponsor of the clinical investigation
(Local representative may also be required in case the sponsor is not resident in the country (countries) in which the clinical investigation is to be carried out)
	

	
	A.1.4
	Name, address, contact details and professional position of principal investigator and coordinating investigator (if appointed), of all investigation site(s) 
(list can be kept separately from the CIP and provided with the final report).
	

	
	A.1.5
	Overall synopsis of the clinical investigation
	

	A.2
	Identification and description of the investigational device (description, manufacturer details, model/type/version (as applicable), traceability, intended use, study population, materials and contact with tissue or body fluids, any medicinal substances, human or animal tissues or their derivatives, or other biologically active substances, necessary training and required experience, specific medical or surgical procedures, references to IB and IFU)
	

	A.3
	Justification for the design of the clinical investigation based on the conclusions of the clinical evaluation
Including results of the relevant pre-clinical testing/assessment and prior clinical investigations (if applicable), evaluation of relevant clinical data and a description of the clinical development stage (if appropriate)
	

	A.4
	Benefits and Risks of the investigational device, clinical procedure and clinical investigation 
(anticipated clinical benefits and adverse device effects, risks associated with the clinical investigation, possible interaction with other treatments, mitigation steps, benefit-risk rationale) 
	

	A.5
	Objectives and hypotheses of the clinical investigation
Purpose and claims for clinical performance or safety, primary and secondary objectives, Scientific justification, Risks and anticipated adverse device effects that are to be assessed
	

	A.6
	A.6.1
	General study design
[Type of investigation, randomization, endpoints and the rationale for their selection, methods and timing of assessments, equipment used for assessing clinical variables including maintenance and calibration, if applicable, and any procedures to replace subjects, investigation sites, definition for completion of clinical investigation]
	

	
	A.6.2
	Investigational device(s) and comparator(s) – if applicable
	

	
	A.6.3
	Subjects
[eligibility criteria, procedures for subject withdrawal, lost to follow-up or discontinuation, enrollment point, randomization point (if applicable), duration (total for study and per subject participation), number of subjects and clinical sites, target population, vulnerable population] 
	

	
	A.6.4
	Procedures
[clinical-investigation-related procedures that subjects undergo, activities performed by sponsor representatives, foreseeable factors that may compromise the outcome and the methods for addressing them, FU period to permit demonstration of endpoints, medical care to be provided for the subjects after the clinical investigation (if applicable), final disposition or potential future use of samples obtained from subjects (if applicable)]
	

	
	A.6.5
	Monitoring plan
[General outline of the monitoring plan to be followed, including access to source data and the extent of source data verification planned]

	

	A.7
	Statistical design and analysis
[analysis population, analytical procedures including measures of precision such as confidence intervals, significance level and the power, sample size, power, analysis of learning curve for users, drop-out rate and missing information, pass/fail criteria for endpoints, criteria for interim analysis and/or termination on statistical grounds, deviations, subgroups, exclusion of info etc.]
	

	A.8
	Data management
[Procedures used for data entry, collection and review, database cleaning, and issuing and resolving data queries, verification and validation, data protection, database locking and data retention]
	

	A.9
	Amendments to CIP
[Description of the procedures to amend the CIP]
	

	A.10
	Deviations from CIP
[Statement for compliance, procedures for recording, reporting and analyzing deviations including timelines and corrective actions as applicable]
	

	A.11
	Device accountability
[Description of the procedures for the accountability of investigational devices as well as instructions for safe return of devices including those that are potentially hazardous]
	

	A.12
	Statements of compliance
[declaration of Helsinki, ISO and any regional or national regulations, initiation of study only after regulatory approval is obtained, insurance, financing arrangement and agreement]
	

	A.13
	Informed consent process
	

	A.14
	Adverse events, adverse device effects and device deficiencies
[Definitions, reporting requirements, process and timing, emergency contact details, list of foreseeable events and anticipated adverse device effects, together with their likely incidence, mitigation, or treatment., information regarding DMC/CEC if applicable]
	

	A.15
	Vulnerable population
[description, specific consent process]
	

	A.16
	Suspension or premature termination of the clinical investigation
[Criteria and arrangements for suspension or premature termination, breaking blinding codes, Requirements for subject follow-up]
	

	A.17
	Publication policy
Clinical investigation will be registered in a publicly accessible database, results will be made public
	

	A.18
	Bibliography
[List of bibliographic references pertaining to clinical investigation]
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