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INVESTIGATOR’S TRIAL FILE
Protocol name

Protocol code
	Contact information

	1. Contact Information Lists to sponsor and the participating study sites

	study protocol 

	2. Signed Study Protocol and Amendments

	CONTRACTS AND REGULATORY DOCUMENTATION

	3. Financial contracts

	4. Ethics Committee’s favourable opinion for study documentation, and correspondence

	5. Finnish Medicines Agency’s approval for study documentation, and correspondence

	6. Certificate of Insurance

	7. Description of the Scientific Research Data File (Rekisteriseloste)

	8. Approved versions of the Subject Information Sheet and Informed Consent Form

	9. Advertisements and documents given to the study subjects 

	STUDY SITE PERSONNEL

	10. CV’s of investigators and other study personnel

	11. Signature and Delegation of Responsibilities Log

	STUDY SUBJECTS

	12. Screening Log

	13. Subject Identification and Enrolment Log

	14. Signed Informed Consent Forms of study subjects

	INVESTIGATIONAL PRODUCT

	15. Investigator’s Brochure / Summary of Product Characteristics

	16. Instructions for handling investigational products and study materials

	17. Shipping documentation of investigational products and study materials 

	18. Drug Accountability Logs

	19. Temperature Logs for storage

	20. Master Randomisation List (if applicable)

	21. Decoding procedures for blinded trials (if applicable)

	22. Sample labels attached to the IP (if applicable)

	LABORATORY TESTS AND TECHNICAL METHODS

	23. Reference values and certificates of laboratory tests and technical methods 

	24. Records of retained body fluids/tissue samples (if applicable)

	SAFETY INFORMATION

	25. Serious Adverse Event –reports

	26. Safety Notifications to Fimea or the EC from sponsor/investigator concerning SUSARs and other safety issues

	27. Notifications from the manufacturer to investigators concerning safety issues

	28. Data and Safety Board documentation (if applicable)

	MONITORING DOCUMENTS

	29. Monitoring Plan

	30. Monitoring Visit Reports

	31. Monitoring Visit Log

	32. Audit Certificates (if applicable)

	STUDY REPORTING

	33. Origin of Source Data Log

	34. Sample of Case Report Form

	35. Completed Case Report Forms 

	36. Final study report and interim reports

	RELEVANT CORRESPONDENCE AND MEETING MEMORANDA
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