Projekt pt. ,Rozwdj kompetencji specjalistow ochrony zdrowia z zakresu realizacji badan naukowych”, nr FERS.01.13-IP.07-0004/24,
realizowany w ramach programu Fundusze Europejskie dla Rozwoju Spotecznego 2021-2027 wspotfinansowanego ze Srodkow
Europejskiego Funduszu Spotecznego Plus, Priorytet FERS.01 Umiejetnosci, Dziatanie FERS.01.13 Umiejetnosci w sektorze zdrowia.

TYTUL: Aneta Kominek — Project Manager
PROWADZACY: Akademia Lidera — planowanie i zarzgdzanie

w projektach badan klinicznych
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Aneta Kominek

> Project Manager i wspotzatozyciel 2KMM sp. z 0.0. (CRO)

» Nadzér nad projektami badan klinicznych 11-IV fazy, komercyjne i niekomercyjne,

produkty lecznicze i wyroby medyczne

» Kariera zawodowa zwigzana z zarzgdzaniem projektami, badaniami klinicznymi

oraz systemami informatycznymi w branzy life science
» Nadzoér w tworzeniu i wdrazaniu systemow informatycznych: systemy szpitalne,
przychodnie, wspierajgce dziatalnos¢ CRO (rozliczanie projektéw, budzetowanie)
» Organizacja pracy CRO, SOP
» Certyfikaty Prince 2, M_o_R

Kontakt: akominek@2kmm.pl
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Plan szkolenia

Dzien 3 — 23.10.2025

09:15 - 10:45
Temat #1: Systemy i narzedzia wykorzystywane
w zarzadzaniu badaniami klinicznymi

> 10:45 - 11:00 Przerwa

» 11:00 - 11:45 Zarzadzanie budzetem projektu

> 11:45 - 12:30 Zarzadzanie ryzykiem w projekcie
» 12:30 - 12:45 Przerwa

> 12:45 - 14:15 Metody zarzadzania, prawidtowe stosowanie

ich, w celu zapewnienia kontroli nad projektami - Case

Study
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Badanie kliniczne: projekt czy
rutynowa dziatalnos¢?

Metody/
standardy

. . zarzgdzania
Projekt: jednorazowy, tymczasowy, w celu

osiggniecia unikatowego rezultatu

Dziatalnos¢ rutynowa: state, powtarzalne

czynnosci prowadzgce do powtarzalnych efektéw SOP - procedury |
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Zarzadzanie
——————————

Planowanie Zasobow Zadan
Organizacja Budzetu Czasu CEL
Kontrola Jakosci
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Petla Deminga

PLAN 9 DO
Okresl cele, Wdrazaj

zaplanuj zaplanowane

dziatania. rozwigzania.
ACT CHCECK
A S
Standaryzuj, @ ‘v Sprawdzaj, mierz,
doskonal, koryguj analizuj wyniki.
procesy.
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Sponsor

Inicjacja

Cykl zycia badania klinicznego

Conduct

= Rekrutacjai
obserwacja
pacjentow

= Monitorowanie
badania

= Zarzadzanie danymi

= Safety management

Sponsor

Rejestracja produktu

05.

Start-up Close-out
Protokét i zatozenia = DBLock
badania = Analiza statystyczna
Regulator (CTIS) (SAR)

Raport koricowy (CSR)
Archiwizacja, zamkniecie

= Zesp6t (CRO, Sponsor,
Osrodki, Badacze,
Dostawcy)

= IMP

= CRF/IWRS/ePRO
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Wybrane modele/metody
zarzadzania projektem

(Project In Controlled Environment): brytyjski system

® PRINCEZ2
opracowany przez agende rzagdu Wielkiej Brytanii
(Project Cycle Management): przygotowany i stosowany
¢ PCM _— - .
oficjalnie przez Komisje Europejska
(Project Management Body of Knowledge): zbior standardodw,
¢ PMBOK . . . L
zatwierdzony przez American National Standards Institute jako
narodowy standard zarzgdzania projektem.
@ Agile i metody zwinne
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Kierownik Projektu (Project Manager)...

» Odpowiedzialnosc¢ za realizacje

celéw

> Reka na pulsie projektu

» Kontrola budzetu, harmonogramu,
jakosci

» Zarzadzanie zasobami

» Zarzadzanie ryzykiem

» Rozwigzywanie konfliktéw

» Komunikacja

> Raportowanie

» Umiejetnosc¢ planowania

> Dazenie do osiggniecia celu

» Komunikacja interpersonalna
> Praca zespotowa

» Przywodztwo

» Motywacja

» Zaangazowanie

> Dostepnos¢

> Lider czy Manager?
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Difference (Manager vs Leader)

MANAGER
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LEADER

LEADER
IN REAL LIVE

[12]
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Clinical

Trial Study Database, CRFs (Case Report Forms) & Guidelines,
Data Management, Interim Analyses, Biostatistics, Global
PMM System (Project Management Module/System),

[ Database Lock, IVRS, Lab Results, Clinical Programming

Regulatory & Compliance

Regulatory, IRBs (Institutional Review Boards), IND
(Investigational New Drug application), ICFs (Informed
Consent Forms), Compliance, DSMB (Data and Safety
Monitoring Board), Inspection Readiness,

Project Management @

Clinical Trial Project Manager,
Leadership Team, Prioritization,

‘ - Here is your final list of terms, separated by

commas:Site Identification, Investigators, Study
Team Site, Enrollment, Clinical Monitor, CRAs
(Clinical Research Associates), CRA Managers,
LPLV/(Last Patient Last Visit),

Timelines, Protocol, Risks, Study
Team
KEEL e, WS, 1 (IETEE Communications & Personnel
CROs (Contract Research Organizations), Global Clinical Communications, Field

Vendors, Procurement, Contracting, Finance, Communications. Communication
o unications, unicati

Drug Supply, Study Supplies, Clinical Supplies, IB Project Manager Templates, Safety, Pharmacovigilance, QA

Investigator's Brochure), Medical Writin . . o
( & ) & (Quality Assurance), Training, Clinical

Scientist, Trial Assistants
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Narzedzia w zarzadzaniu
badaniem klinicznym

» Porzadkowanie przeptywu informacji

» Standaryzacja i klasyfikacja e
» Automatyzacja czynnosci
» Dokumentacja przebiegu badania
» Wymiana informacji i raportowanie
» Oszczednos¢€ czasu - szybszy dostep do danych,
likwidacja redundancji
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Narzedzia wykorzystywane w badaniach

PowerBl,
MS Project,
Office

(Excel
CTIS, forever!) MedDRA,
Eudra- WHO-DD,
Vigilance ATC i inne

(EVweb) klasyfikacje
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eTMF - Trial Master File

TMF Reference Model TME RM Website Version 3.0 16.cze.15
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v3.0

		TMF Reference Model 												TMF RM Website		Version 3.0 		16-Jun-15										X: applicable; NO* : Not applicable
*There may be some targeted exceptions based on local criteria (i.e. countries)

																												
TMF Artifacts (Non-device)
				
TMF Artifacts (Device)
				Investigator Initiated Study Artifacts
M: mandatory, D: dependent upon the type of study, R: recommended		Process Based Metadata				TMF Level						Suggested Columns for Implementing the TMF Reference Model

		Zone #		Zone Name		Section #		Section Name		Artifact #		Artifact name		Alternate names (artifact also commonly known as)		Definition / Purpose		Sub-artifacts 
(examples of document types different from the artifact provided, overwrite with your company-specific records)		Core or Recommended for inclusion		ICH Code		Artifact name in v1.3 EDM Reference Model		Unique ID Number		Sponsor Document		Investigator Document		Sponsor Document		Investigator Document				Process Number		Process Name		Trial Level Document 		Country/ Region Level Document		Site Level Document		Current Artifact Name		Artifact Owner		Artifact Location		Wet Ink Signature		SOP Reference		Translation Required		Dating Convention		Additional Metadata

		01		Trial Management		01.01		Trial Oversight		01.01.01		Trial Master File Plan		Records Management Plan
Central File Maintenance Plan
Filing instructions
Filing and archive plan		To describe how records for the trial will be managed and stored during and after the trial, including study-specific processes and documentation for archiving and destruction. To include TMF filing structure to be used. May include TMF content list, filing structure and chain of custody records. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Core Document List
TMF Report
TMF Transmittal Form
TMF Setup Request		Recommended		5.5.7				001		X		NO		X		NO		R		12		Develop Trial Management Strategy		X

		01		Trial Management		01.01		Trial Oversight		01.01.02		Trial Management Plan		Project Management Plan
Clinical Development Plan		To describe overall strategy for timelines, management and conduct of the trial and typically makes reference to other artifacts. Artifact can include details on contingency plan covering details for site start up planning.		Site Selection Strategy		Recommended		2.2				002		X		NO		X		NO		R		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.03		Quality Plan 				To describe the operational techniques and activities undertaken within the quality management system to verify that the requirements for quality of the trial-related activities have been fulfilled. Relevant parts may include, but not be limited to, a plan written for internal oversight of study quality management, an audit plan, data verification steps; also includes escalation in the event of a quality issue being identified and all corrective and preventative actions determined. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Quality Report		Recommended		5.1				003		X		NO		X		NO		R		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.04		List of SOPs Current During Trial				To document which standard operating procedures (SOPs) and which versions were in effect for the duration of the trial and trial-specific procedures created for the trial. To include sponsor and third party SOPs. This artifact does not include the SOPs themselves. May include SOP waivers to document and describe study-specific deviation from a named SOP or working procedure and the rationale for the deviation, when applicable.		SOP Deviations
SOP Waivers		Core		5.1.1				004		X		NO		X		NO		M		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.05		Operational Procedure Manual		Study Reference Manual
Work Instruction
Manual of Procedures		To describe trial-related processes not covered by formal standard operating procedures. Includes manuals given to sites for ISFs and vendor study-specific manuals as well as any study related tools provided to investigator sites not subject to IRB/IEC approval. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists.				Recommended		5.1.1				005		X		X		X		X		R		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.06		Recruitment Plan				To describe the planned subject enrolment/recruitment goals during the trial, including contingency plans. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.				Recommended		5.6				006		X		NO		X		NO		R		12		Develop Trial Management Strategy		X		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.07		Communication Plan				To describe communication strategy and plans between trial stakeholders, including communication escalation procedures/steps. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.				Recommended						007		X		NO		X		NO		R		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.08		Monitoring Plan				To describe how monitoring will be implemented during the trial, including strategy for source data verification. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.				Core		5.18.3				008		X		NO		X		NO		M		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.09		Medical Monitoring Plan				To describe how medical surveillance of trial subjects will be assured during the trial. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.				Core		5.16				009		X		NO		X		NO		M		12		Develop Trial Management Strategy		X

		01		Trial Management		01.01		Trial Oversight		01.01.10		Publication Policy				To describe the policy for publishing the trial results if publication policy is not captured within the protocol.				Recommended		6.15				010		X		NO		X		NO		R		12		Develop Trial Management Strategy		X

		01		Trial Management		01.01		Trial Oversight		01.01.11		Debarment Statement		Restricted Party Lists		To verify whether the applicant or any of its principals is currently debarred, suspended, proposed for debarment, or declared ineligible to receive federal awards; whether within the past three years the applicant, or any of its principals, has been convicted of or had a civil judgment rendered against it for, or been indicted for, commission of fraud or certain criminal offenses; and whether the applicant has had any federal award terminated for cause or default in the past three years. Often part of the site qualification process, however, can account for situations which might arise during the course of the study, especially relevant for long-term trials.				Recommended				Debarment Certification		011		X		NO		X		NO		R		16		Set up site(s)		X				X

		01		Trial Management		01.01		Trial Oversight		01.01.12		Trial Status Report				Routine trial status progress report generated by the sponsor or 3rd Party and distributed to trial stakeholders.				Recommended		5.18.4 (g)				012		X		NO		X		NO		R		21		Manage Project / Report on Progress		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.13		Investigator Newsletter				To inform investigative staff of common implementation issues and of the progress of the trial.				Recommended						013		X		X		X		X		R		21		Manage Project / Report on Progress		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.14		Audit Certificate				Documentation to confirm that an audit was performed (does not contain the audit report).		List of audits		Core		8.4.4		Audit Certificates Report		014		X		NO		X		NO		D		27		Conduct Audit(s)		X		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.15		Filenote Master List		Note to File Master List		To provide a consolidated list/index of file notes generated during the trial. 				Recommended						015		X		NO		X		NO		R		21		Manage Project / Report on Progress		X		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.16		Risk Management Plan		Risk Assessment		To describe the potential hazards associated with the trial, including an assessment of the likelihood of those hazards occurring and resulting in harm. The Risk Management Plan is intended to include the risks to participant safety in relation to the IMP and all other risks related to the design and methods of the trial, including risks to participant safety and rights, as well as reliability of results. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.				Recommended						236		X		NO		X		NO		R		12		Develop Trial Management Strategy		X

		01		Trial Management		01.01		Trial Oversight		01.01.17		Vendor Management Plan				To describe the overall management strategy for vendors used to conduct trial-related activities. May include assignment of responsibilities for vendor oversight, performance indicators, monitoring activities and schedules, issue escalation and resolution process, technology and documentation transfer and business continuity plan. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.				Recommended						237		X		NO		X		NO		R		8		Secure Resources / Vendors		X

		01		Trial Management		01.01		Trial Oversight		01.01.18		Roles and Responsibility Matrix		Task Ownership Matrix
RACI		To identify range and distribution of tasks and responsibilities; may define internal assignment and all external parties; covers GCP as well as business process; often part of the Contractual Agreement (09.02.03).				Core		5.2.2
5.7				181		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.19		Transfer of Regulatory Obligations 				To specify the transfer of regulatory obligations from sponsor to each Affiliate/CRO/Vendor and may include other agreements. A sponsor may transfer responsibility for any or all of the obligations set forth in this part to another entity. Any such transfer shall be described in writing. If not all obligations are transferred, the writing is required to describe each of the obligations being assumed by the alternate entity. If all obligations are transferred, a general statement that all obligations have been transferred is acceptable. 				Core		5.2.2
5.7				247		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.20		Operational Oversight				Documentation to show evidence of sponsor oversight of study, as well as any key decisions taken and the supporting rationale. Records demonstrating oversight of a specific third party should be filed in the appropriate artifacts in Zone 09.
		Study Decision Log		Core						248		X		NO		X		NO		R		8		Secure Resources / Vendors		X

		01		Trial Management		01.02		Trial Team		01.02.01		Trial Team Details		Trial Team Members List
Team Structure
Team Roster
Trial Team Log		To define trial roles, contact details and structure of the trial team - both sponsor and third parties; optionally this may include full and initials-only signature of all team members, role-to-role transition documents, organogram and/or team joining/leaving dates.		Transition Authorization Form		Core		2.8
5.7				016		X		NO		X		NO		M		7		Secure Resources / People		X		X

		01		Trial Management		01.02		Trial Team		01.02.02		Trial Team Curriculum Vitae				To document qualifications and eligibility of sponsor trial team members. Documentation for third party trial team members should be filed in Zone 09.				Core		2.8				017		X		NO		X		NO		M		7		Secure Resources / People		X		X

		01		Trial Management		01.03		Trial Committee		01.03.01		Committee Process		Committee Charter		To describe the purpose and mode of operation/manner of working of the Independent Trial Committee, which may be established by the sponsor to assess at intervals the progress of a clinical trial, the safety data and the critical efficacy endpoints and to recommend to the sponsor whether to continue, modify or stop a trial. To describe in advance the decision-making process of the Committee that will evaluate key trial events (e.g. endpoints). 

Committee Types may include but not limited to: DMC, DSMB, National, Steering, Scientific, Internal DMC, Device, Dose Escalation, Safety Evaluation, Adjudication, Clinical Events Coordination. These may be used as sub-artifacts or metadata. Applies to all Committee artifacts		Committee Process Document
Committee SOP

		Core		5.5.2		(If committee type is  appropriate) Data Monitoring Committee		018		X		NO		X		NO		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Trial Committee		01.03.02		Committee Member List				To document the current composition of a Trial Committee. Can be part of the Charter.				Core		5.5.2		(If committee type is  appropriate) Data Monitoring Committee		019		X		NO		X		NO		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Trial Committee		01.03.03		Committee Output				To document any agreements or significant decisions regarding trial conduct, protocol violations, adverse event reporting, to include minutes, reports, notifications, recommendations from a Trial Committee. Can be applicable to interim and final analyses.

		Committee Correspondence
Committee Data Package
Committee Minutes
Committee Report

		Core		1.25
5.5.2		(If committee type is  appropriate) Data Monitoring Committee		020		X		NO		X		NO		D		31		Manage Subject Risk / Resolve Trial Issues		X

		01		Trial Management		01.03		Trial Committee		01.03.04		Committee Member Curriculum Vitae				To document qualifications and eligibility of the Committee Member to provide assessments, at set intervals, the progress of a clinical trial, of the safety data and the critical efficacy endpoints and to recommend to the sponsor whether to continue, modify or stop a trial. To include updates.				Core		5.5.2		(If committee type is  appropriate) Data Monitoring Committee		249		X		NO		X		NO		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Trial Committee		01.03.05		Committee Member Financial Disclosure Form				To certify that no financial arrangements with a Committee Member have been made where study outcome could affect compensation; that the Committee Member has no proprietary interest in the tested product; that the Committee Member does not have a significant equity interest in the sponsor of the covered study, that the Committee Member has not received significant payments of other sorts; and/or disclosure of specified financial arrangements and any steps taken to minimize the potential for bias.				Core		5.5.2		(If committee type is  appropriate) Data Monitoring Committee		250		X		NO		X		NO		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Trial Committee		01.03.06		Committee Member Contract				To document agreement of trial requirements between sponsor or 3rd Party and Committee Member.		Data Privacy Agreement

		Core		5.5.2		(If committee type is  appropriate) Data Monitoring Committee		251		X		NO		X		NO		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Trial Committee		01.03.07		Committee Member Confidentiality Disclosure Agreement				A document between the sponsor and the Committee Member that defines the terms and basic criteria to assure that the party (or parties) receiving confidential information will maintain confidentiality and will not use that information for any purpose other than that described in the Agreement. 				Core		5.5.2		(If committee type is  appropriate) Data Monitoring Committee		252		X		NO		X		NO		D		10		Secure Resources / Committees		X

		01		Trial Management		01.04		Meetings		01.04.01		Kick-off Meeting Material		Boot-up Meeting Material		Agenda, presentation materials and other documentation made available for attendees of the trial kick-off meeting, including attendance sheets. Does not include Investigator Meeting content.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						024		X		NO		X		NO		D		21		Manage Project / Report on Progress		X		X

		01		Trial Management		01.04		Meetings		01.04.02		Trial Team Training Material		Project Team Training Material		Trial-relevant training materials , including use of specialized systems.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core		5.4.1				025		X		NO		X		NO		M		26		Manage Project / Manage People		X		X

		01		Trial Management		01.04		Meetings		01.04.03		Investigators Meeting Material				Agenda, presentation materials and other documentation made available for attendees of the investigator meeting(s). Includes meeting minutes or questions and answers (Q&A), attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core		4.1.2
4.2.4				026		X		X		X		X		D		21		Manage Project / Report on Progress		X		X

		01		Trial Management		01.04		Meetings		01.04.04		Trial Team Evidence of Training		Trial Team Member Training Documentation		To document completion of trial team training, including certification or evidence of training (attendance sheets) . Includes EDC training.		Attendance Sheet
Training Report
Recording		Core		2.8				253		X		NO		X		NO		M		10		Secure Resources / Committees		X		X

		01		Trial Management		01.05		General		01.05.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but are not limited to: letters, memo, electronic communications and faxes. Correspondence referring to general topics and/or topics across multiple zones may be filed with this zone		Letter
Memo
Email
Fax
		Core		8.3.11				027		X		NO		X		NO		M		21 / Per content		Manage Project / Report on Progress / Per content		X		X

		01		Trial Management		01.05		General		01.05.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial. 				Recommended						028		X		NO		X		NO		R		Per content				X		X		X

		01		Trial Management		01.05		General		01.05.03		Other Meeting Material				Agenda, presentation materials and other documentation generated during any other internal or external zone-related meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						029		X		NO		X		NO		D		Per content				X		X

		01		Trial Management		01.05		General		01.05.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone. Filenotes referencing general topics and/or topics across multiple zones may be files within this zone.				Core						030		X		NO		X		NO		D		Per content				X		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation		02.01.01		Investigator's Brochure		IB		To provide relevant and current clinical and non-clinical data on the investigational product(s) that is related to the study of the product(s) in human subjects.		IB Review Document
Summary of Changes
IB QC Document
IB Validity Extension		Core		7.1
8.2.1
8.3.1				031		X		X		X		X		M		2		Develop Study Design / Study Conduct		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation		02.01.02		Protocol 		Clinical Investigation Plan (Devices)		To describe the objective(s), design, methodology, statistical considerations and organization of a trial. Usually also gives the background and rationale for the trial, but these could also be provided in other protocol referenced documents. Includes Special Protocols. 		Protocol Approval Document
Protocol QC Document		Core		1.4.4
8.2.2		Full Protocol (CSR component)
		032		X		X		X		X		M		2		Develop Study Design / Study Conduct		X		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation		02.01.03		Protocol Synopsis		Protocol Summary
Protocol Profile		A summary of the pertinent points of the protocol. A local language version may be translated from core (English) or produced in the country if required by local Regulatory Authorities or IRB/IEC				Core				Synopsis (CSR component)		033		X		NO		X		NO		M		4		Develop Study Design / Document Development		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation		02.01.04		Protocol Amendment				To describe description of change(s) to or formal clarification of a protocol. Includes justification for a non-substantial amendment, such as administrative changes.		Administrative Changes
Amendment Synopsis
Amendments Approval Document
Summary of Changes
Justification For a Non-Substantial Amendement		Core		1.4.5
8.3.2		Protocol Amendment (CSR component)		034		X		X		X		X		M		4		Develop Study Design / Document Development		X		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation		02.01.05		Financial Disclosure Summary				Summary documentation of compliance with financial disclosure reporting requirements, per company and/or local government policies.  May include summaries, lists, other reports.  Not specifically intended for program level records such as Forms FDA 3455 or 3454.				Recommended						035		X		NO		X		NO		D		7		Secure Resources / People		X		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation		02.01.06		Insurance				To document that compensation to subject(s) for trial-related injury will be available. May include policy and certificates, terms and conditions. Certificate is core, policy is recommended.		Insurance Policy
Insurance Certificate		Core		8.2.5				036		X		X		X		X		M		16		Set up site(s)		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation		02.01.07		Sample Case Report Form 		Blank CRF		Blank forms / templates in paper form or e-Format to capture the data points of the protocol. 		CRF Approval Form
		Core		8.2.2
8.3.2		Sample CRF/eCRF		037		X		X		X		X		M		4		Develop Study Design / Document Development		X

		02		Central Trial Documents		02.01		Product and Trial Documentation		02.01.10		Report of Prior Investigations				To include reports of all prior clinical, animal and laboratory testing of the device and shall be comprehensive and adequate to justify the proposed investigation. Can be in addition or instead of an Investigator Brochure for device trials				Core		21 CFR 812.27				239		NO		NO		X		X		M		2		Develop Study Design / Study Conduct		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation		02.01.11		Marketed Product Material				Materials available in the legal pharmacologic description of a drug or device, subject to detailed regulatory specifications, including approved chemical and proprietary names, description and classification, clinical pharmacology, approved indications and usage, contraindications, warnings, precautions, adverse reactions, drug abuse and dependence information, over dosage discussion, dosage and administration, formulations and appropriate references.		Package Insert
Summary of Product Characteristics		Core		7.1
8.2.1
8.3.1				254		X		X		X		X		M		2		Develop Study Design / Study Conduct		X		X

		02		Central Trial Documents		02.02		Subject Documentation		02.02.01		Subject Diary				To document subject data captured by the subject and external to the CRF (blank forms / templates).		Diary Approval Form		Core						038		X		X		X		X		D		4		Develop Study Design / Document Development		X		X

		02		Central Trial Documents		02.02		Subject Documentation		02.02.02		Subject Questionnaire				To capture specific subject related information through a series of questions (blank forms / templates)		Questionnaire Approval Form		Core						039		X		X		X		X		D		3		Develop Study Design / Capture Subject Data		X		X

		02		Central Trial Documents		02.02		Subject Documentation		02.02.03		Informed Consent Form		Participant Information and Consent Form		To document that the appropriate written information (content and wording) has been given to subjects regarding the trial to support their ability to give fully informed consent and to document their consent to trial participation in writing. If applicable, must also include the child assent form (blank model / template). Please note that core template is Trial level, the country template is country level and the site template is at the site level		Consent Form Signature Sheet
Sub-study ICF
Optional Labs ICF
Pregnant Partner ICF
Child Assent ICF
Biobank ICF
Extension ICF
Caregiver ICF
Research ICF		Core		8.2.3
8.3.2
8.3.12		Informed Consent		040		X		X		X		X		M		17		Recruit Subjects & Obtain Consent		X		X		X

		02		Central Trial Documents		02.02		Subject Documentation		02.02.04		Subject Information Sheet				To document information provided to subjects to support their decision about whether or not to participate in the trial.				Core		8.2.3
8.3.2				041		X		X		X		X		D		4		Develop Study Design / Document Development		X		X		X

		02		Central Trial Documents		02.02		Subject Documentation		02.02.05		Subject Participation Card		Subject ID Card
Subject Safety Card		To be provided to the subject to carry to document trial participation (blank template).				Core		8.2.3
8.3.2				042		X		X		X		X		D		4		Develop Study Design / Document Development		X		X

		02		Central Trial Documents		02.02		Subject Documentation		02.02.06		Advertisements for Subject Recruitment		Recruitment Materials		Materials used in clinical trial recruitment campaigns; approved by the IRB/IEC to ensure recruitment measures are appropriate and not coercive.				Core		8.2.3
8.3.2				043		X		X		X		X		D		4		Develop Study Design / Document Development		X		X		X

		02		Central Trial Documents		02.02		Subject Documentation		02.02.07		Other Information Given to Subjects				Materials provided to the subject to further assist with understanding the trial requirements or concepts; may include memory aids or retention materials.		Newsletter
Visit Reminder Letter
Participant Letters		Core		8.2.3
8.3.2				044		X		X		X		X		D		17		Recruit Subjects & Obtain Consent		X		X		X

		02		Central Trial Documents		02.03		Reports		02.03.01		Clinical Study Report		Integrated Clinical and Statistical Report
CSR
FDA3654 (devices)		To describe final or interim results and interpretation of trial of any therapeutic, prophylactic, or diagnostic agent conducted in human subjects, in which all Clinical Study Report components are included, such as the clinical and statistical description, analyses, data listings, CRFs and summaries. 		Abbreviated Clinical Study Report		Core 		1.13
8.4.8		Legacy CSR
Report Body		045		X		X		X		X		M		40		Report Data / Write Reports		X

		02		Central Trial Documents		02.03		Reports		02.03.02		Bioanalytical Report 				To present & summarize the relevant top line findings of the bioanalytical aspects of the interim or final analysis and may include PK analysis or reports.				Recommended				Type of Clinical Report		047		X		NO		NO		NO		R		37		Analyze Data / Final Data Analysis		X

		02		Central Trial Documents		02.04		General		02.04.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Letter
Memo
Email
Fax
		Core		8.3.11				048		X		NO		X		NO		D		Per content				X		X		X

		02		Central Trial Documents		02.04		General		02.04.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.				Recommended						049		X		NO		X		NO		R		Per content				X		X

		02		Central Trial Documents		02.04		General		02.04.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						050		X		NO		X		NO		D		21		Manage Project / Report on Progress		X		X

		02		Central Trial Documents		02.04		General		02.04.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone.				Core						051		X		NO		X		NO		D		Per content				X		X		X

		03		Regulatory		03.01		Trial Approval		03.01.01		Regulatory Submission				A set of documents, along with required associated regulatory forms and correspondence, submitted to one or more regulatory agencies requesting approval to conduct the trial or for the purpose of notification, or requesting approval of changes to the trial documents or of any trial events that could adversely affect the safety of subjects, impact the conduct of the trial or alter the regulatory authority's approval/favorable opinion to continue the trial. Example Investigational New Drug Application (IND), Clinical Trial Application (CTA), Investigational Medicinal Product Dossier (IMPD), Investigational Device Exemption (IDE)

The submitted documents such as Investigator Brochure, Informed Consent Forms, etc. may or may not be filed as a complete Dossier within this Artifact, this is dependent on SOPs within your Organization.		Acknowledgement of Receipt
Questions and Answers
Request for Additional Info		Recommended						052		X		NO		X		NO		R		13		Secure Ethical Approvals				X

		03		Regulatory		03.01		Trial Approval		03.01.02		Regulatory Approval Notification				A documented notification received from a regulatory authority stating that the Submission has been received and approved.		Conditional Approval Notification
Notification of Non-Approval		Core		8.2.9
8.3.4		Letter of Authorization		053		X		X		X		X		M		14		Secure Regulatory Approval				X

		03		Regulatory		03.01		Trial Approval		03.01.03		Notification of Regulatory Identification Number				Document identifying unique Identification (ID) number used to uniquely identify the trial or the trial level in that region, assigned by a regulatory agency – e.g. EU = EudraCT Number, FDA = IND Number, US Device = IDE Number.				Core						054		X		NO		X		NO		D		14		Secure Regulatory Approval				X

		03		Regulatory		03.01		Trial Approval		03.01.04		Public Registration 				Documentation related to registration of clinical trials in public registries such as ClinicalTrials.gov and to submission of results periodically during the study and at study completion. 				Core						055		X		NO		X		NO		D		11		Notify Regulatory Agency of Trial		X		X

		03		Regulatory		03.02		Investigational Medicinal Product		03.02.01		Import or Export License Application				An application made to one or more regulatory agencies requesting a license to import or export the investigational product and clinical supplies.				Core						056		X		NO		X		NO		D		13		Secure Ethical Approvals				X

		03		Regulatory		03.02		Investigational Medicinal Product		03.02.02		Import or Export License 				A document issued by a national government authorizing the importation or exportation of certain goods into its territory.				Core						057		X		X		X		X		D		6		Secure Resources / Supplies				X

		03		Regulatory		03.03		Trial Status Reporting		03.03.01		Notification to Regulatory Authority of Safety or Trial Information		Safety Report		Notification to Regulatory Authorities of any trial events that could alter the regulatory authority's approval/favorable opinion to continue the trial. Notifications may include, but are not limited to: Quarterly line listings, suspected unexpected serious adverse reactions (SUSARs), Unexpected Serious Adverse Device Events (USADE), Council for International Organizations of Medical Sciences (CIOMS), xEVMPD, MedWatch, Analysis of Similar Events, Serious Breaches, cover letters and/or country-specific reporting forms.				Core		8.3.17				058		X		NO		X		NO		M		28		Manage Subject Risk / Report Safety Issue(s)				X

		03		Regulatory		03.03		Trial Status Reporting		03.03.02		Regulatory Progress Report				Reports concerning trial conduct, progress and status that are required to be periodically submitted to relevant regulatory authorities. This artifact is not intended to include safety reports required by regulatory authorities (these are covered under artifact 03.03.01).				Core						059		X		NO		X		NO		M		39		Report Data / Provide Trial Updates				X

		03		Regulatory		03.03		Trial Status Reporting		03.03.03		Regulatory Notification of Trial Termination				Document detailing the termination of a trial – whether upon completion or premature termination.				Core		4.12, 5.21		Notification of Discontinuation of Clinical Trial		060		X		NO		X		NO		M		32		Close Site(s) / Notify Bodies				X

		03		Regulatory		03.04		General		03.04.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Letter
Memo
Email
Fax
		Core		8.3.11				061		X		NO		X		NO		D		Per content				X		X

		03		Regulatory		03.04		General		03.04.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial. 				Recommended						062		X		NO		X		NO		D		Per content				X		X		X

		03		Regulatory		03.04		General		03.04.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						063		X		NO		X		NO		D		14		Secure Regulatory Approval		X		X

		03		Regulatory		03.04		General		03.04.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone.				Core						064		X		NO		X		NO		D		13		Secure Ethical Approvals		X		X

		04		IRB or IEC and other Approvals		04.01		IRB or IEC Trial Approval		04.01.01		IRB or IEC Submission				Documents describing the trial or changes/updates to the trial submitted to an IRB/IEC for approval, including recruitment and education materials and responses to questions from IRB/IEC to support a submission. Intended to include a list of attachments or table of contents of submission dossier/package. The submitted study documents such as Investigator Brochure, Informed Consent Forms, etc. may or may not be filed as a complete Dossier within this Artifact. 		Acknowledgement of Receipt
Questions and Answers
Request for Additional Info		Core		8.2.7
8.3.3				065		X		X		X		X		M		13		Secure Ethical Approvals				X		X

		04		IRB or IEC and other Approvals		04.01		IRB or IEC Trial Approval		04.01.02		IRB or IEC Approval		IRB or IEC Continuing Review of Trial		Documentation received from IRB/IEC in response to submission indicating approval/acknowledgement of trial and any specifications or modifications.  Records referenced by the approval (such as a Protocol that has been approved) should be filed elsewhere in the TMF, as appropriate, as long as there is identification of the approved record within the IRB/IEC letter or acknowledgement.		Conditional Approval Notification
Notification of Non-Approval
Waiver of IRB or IEC Requirements		Core		8.2.7
8.3.3				066		X		X		X		X		M		13		Secure Ethical Approvals				X		X

		04		IRB or IEC and other Approvals		04.01		IRB or IEC Trial Approval		04.01.03		IRB or IEC Composition		Reviewer Participant List
Membership List		Documentation that the IRB/IEC consists of a reasonable number of members who collectively have the qualifications and experience to review and evaluate the science, medical aspects and ethics of the proposed trial. 				Core		8.2.8				067		X		X		X		X		M		13		Secure Ethical Approvals				X		X

		04		IRB or IEC and other Approvals		04.01		IRB or IEC Trial Approval		04.01.04		IRB or IEC Documentation of Non-Voting Status				Documentation verifying non-voting members of the IRB/IEC if the investigator or sub-investigator is on the IRB/IEC.				Core		3.2.1				068		X		X		X		X		M		13		Secure Ethical Approvals				X		X

		04		IRB or IEC and other Approvals		04.01		IRB or IEC Trial Approval		04.01.05		IRB or IEC Compliance Documentation				Documentation that the IRB/IEC is performing its function according to written operating procedures and is in compliance with GCP and applicable regulatory requirements. 		Federalwide Assurance (FWA) Document
GCP Compliance Statement
IRB Registration Number
IRB/IEC Assurance
IRB/IEC Attestation Form
IRB/IEC Waiver Form		Core		3.2.2
3.4				069		X		X		X		X		M		15		Secure Other Approvals				X		X

		04		IRB or IEC and other Approvals		04.02		Other Committees		04.02.01		Other Submissions				A set of documents describing the trial or changes/updates to the trial submitted to a committee other than the IRB/IEC for approval. To include: Submissions and Correspondence 

The submitted study documents such as Investigator Brochure, Informed Consent Forms, etc. may or may not be filed as a complete dossier within this artifact.		Committee types may include but not limited to: Scientific, Institutional, Financial, Data Protection, Biobank, Veterans Affairs, Radiation		Recommended						070		X		X		X		X		R		15		Secure Other Approvals				X		X

		04		IRB or IEC and other Approvals		04.02		Other Committees		04.02.02		Other Approvals				Approval documentation received from a committee other than the IRB/IEC in response to submission indicating approval/acknowledgement of trial specifications or modifications. To include: Submissions and Correspondence

Records referenced by the approval (such as a Protocol that has been approved) should be filed elsewhere in the TMF, as appropriate, as long as there is identification of the approved record within the committee letter or acknowledgement.		Committee types may include but not limited to: Scientific, Institutional, Financial, Data Protection, Biobank, Veterans Affairs, Radiation		Core						071		X		X		X		X		D		15		Secure Other Approvals				X		X

		04		IRB or IEC and other Approvals		04.03		Trial Status Reporting		04.03.01		Notification to IRB or IEC of Safety Information				To assure the IRB/IEC are promptly notified of all findings (new, important information on serious adverse events and or safety concerns) that could adversely affect the safety of subjects, impact the conduct of the trial or alter the IRB/IEC's approval/favorable opinion to continue the trial.  Notifications/Communication may include but are not limited to - periodic safety line listings, USADEs, SUSARs, CIOMS, MedWatch, Analysis of Similar Events, cover letters and/or IRB/IEC-specific reporting forms. The records referenced in these notifications may be filed as appropriate in Zone 07.				Core		8.3.17
4.3.1
4.4.3
4.10.2				072		X		X		X		X		M		28		Manage Subject Risk / Report Safety Issue(s)				X		X

		04		IRB or IEC and other Approvals		04.03		Trial Status Reporting		04.03.02		IRB or IEC Progress Report				Regular reports concerning trial conduct, other than safety reports, issued to the IRB/IEC by the sponsor/3rd Party and/or investigator.		Protocol Deviation Report
Interim Report
Annual Report		Core		8.3.19
3.1.4
3.3.8, 
4.4.4.
3.5.2 
4.5.3 
4.10.1
4.10.2
8.4.7				073		X		X		X		X		M		39		Report Data / Provide Trial Updates				X		X

		04		IRB or IEC and other Approvals		04.03		Trial Status Reporting		04.03.03		IRB or IEC Notification of Trial Termination				Document detailing the termination of a trial – whether upon completion or premature termination.				Core		4.13
4.12
5.21				074		X		X		X		X		M		32		Close Site(s) / Notify Bodies				X		X

		04		IRB or IEC and other Approvals		04.04		General		04.04.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Letter
Memo
Email
Fax
		Core		8.3.11				075		X		X		X		X		M		Per content				X		X		X

		04		IRB or IEC and other Approvals		04.04		General		04.04.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial. 				Recommended						076		X		NO		X		NO		R		21		Manage Project / Report on Progress		X		X		X

		04		IRB or IEC and other Approvals		04.04		General		04.04.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						077		X		NO		X		NO		D		13		Secure Ethical Approvals		X		X		X

		04		IRB or IEC and other Approvals		04.04		General		04.04.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone.				Core						078		X		NO		X		NO		D		Per content				X		X		X

		05		Site Management		05.01		Site Selection		05.01.01		Site Contact Details				To document contact information for primary points of contact at the site (e.g. Principal Investigator, Institution Name, Trial Coordinator, Contracts Person, etc.).				Recommended						079		X		X		X		X		R		7		Secure Resources / People						X

		05		Site Management		05.01		Site Selection		05.01.02		Confidentiality Agreement		Secrecy Agreement		A document between the sponsor and an outside party (Investigator or Institution) that defines the terms and basic criteria to assure that the party (or parties) receiving confidential information will maintain confidentiality and will not use that information for any purpose other than that described in the Agreement. May also be present in the Clinical Trial Agreement				Core		1.16				080		X		X		X		X		D		7		Secure Resources / People						X

		05		Site Management		05.01		Site Selection		05.01.03		Feasibility Documentation		Site Selection Documentation		To document site feasibility for the given protocol.		Feasibility Questionnaire		Recommended						081		X		X		X		X		D		5		Develop Study Design / Feasibility & Site Evaluation		X		X		X

		05		Site Management		05.01		Site Selection		05.01.04		Pre Trial Monitoring Report		Pre-Study Visit Report
Site Evaluation Visit Report		To document onsite visit to determine qualification of site to participate in the trial. For example may include the following documentation: EDC qualification, Confirmation Letters / Emails, site profile form.		Confirmation letter
Follow-up letter		Core		8.2.19				082		X		NO		X		NO		D		16		Set up site(s)						X

		05		Site Management		05.01		Site Selection		05.01.05		Sites Evaluated but not Selected		Investigators not used		Documentation related to sites evaluated but not selected for the trial.				Recommended						083		X		NO		X		NO		D		7		Secure Resources / People		X		X

		05		Site Management		05.02		Site Set-up 		05.02.01		Acceptance of Investigator Brochure		IB Receipt Confirmation
IB Acknowledgement of Receipt
Acknowledgement of receipt of report of prior investigations		To document that relevant and current scientific information about the investigational product has been provided to the investigator.				Recommended		8.2.1
8.3.1				084		X		X		X		X		R		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.02		Protocol Signature Page				To document investigator and sponsor agreement to the protocol.				Core		8.2.2		Signature Page (Protocol component)		085		X		X		X		X		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.03		Protocol Amendment Signature Page		Clinical Investigation Plan Signature Page		To document investigator and sponsor agreement to the protocol amendment.				Core		8.2.2		Signature Page (Protocol component)		086		X		X		X		X		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.04		Principal Investigator Curriculum Vitae				To document qualifications and eligibility of the Principal Investigator to conduct trial and/or provide medical supervision of subjects. To include updates, one-page CVs and biographical sketches.		Affiliation Form		Core		8.2.10
8.3.5		Investigator CVs		087		X		X		X		X		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.05		Sub-Investigator Curriculum Vitae				To document qualifications and eligibility of any sub-Investigators to conduct trial and/or provide medical supervision of subjects. Sub-Investigators include any individual member of the clinical trial team designated and supervised by the investigator at a trial site to perform critical trial-related procedures and/or to make important trial-related decisions (e.g., associates, residents, research fellows). To include updates, one-page CVs and biographical sketches		Affiliation Form		Core		8.2.10
8.3.5				088		X		X		X		X		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.06		Other Curriculum Vitae				To document qualifications and eligibility of site personnel other than the Principal Investigator or Sub-Investigators to conduct trial and/or provide medical supervision of subjects.		Affiliation Form		Core		8.2.10				089		X		X		X		X		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.07		Site Staff Qualification Supporting Information				To document site staff qualifications not previously outlined on CVs. May include list of studies, publications, training certificates for specific examinations, ICH-GCP training, site GCP or trial licensure, medical licenses, Human Subjects Protection Training, etc. 		ICH-GCP Training Certificate
Medical License		Recommended						090		X		X		X		X		R		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.08		Form FDA 1572		Statement of Investigator 		For IND trial, 1572 must be completed globally for FDA submission. 		NONE (this artifact is intended to be singular and specific)		Core		8.2.6				091		X		X		NO		NO		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.09		Investigator Regulatory Agreement				A regulatory statement from the investigator required by certain health authorities e.g. includes but is not limited to ‘Qualified Investigator Undertaking’ form and ‘Clinical Trial Site Information’ form required by Health Canada.				Core		8.2.6				092		X		X		X		X		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.10		Financial Disclosure Form				To document financial disclosures, certification documentation and conflicts of interest, which include but are not limited to: completed disclosure forms of financial interests and arrangements of clinical investigators (e.g. FDA Form 3455/3454, NIH COI , clinical investigator financial certification (Canada))				Core		8.2.4		Financial Disclosure Information		093		X		X		X		X		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.11		Data Privacy Agreement		Personal Data Consent		To document agreement between sponsor and Site Staff (e.g., national or regional data privacy requirements); often contained in Clinical Trial Agreement 				Recommended						094		X		X		X		X		R		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.12		Clinical Trial Agreement		Clinical Study Agreement
Investigator Financial Agreement
Investigator Contract		To document agreement of trial requirements between sponsor or 3rd Party and site/ PI. Includes indemnity unless separate document created. 				Core		8.2.4
8.2.6				095		X		X		X		X		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.13		Indemnity				To provide legal protection "as required by country regulations" in the event of an unforeseen adverse circumstance arising during the course of a clinical trial. May be in Clinical Trial Agreement				Core		8.2.4
8.2.6				096		X		X		X		X		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.14		Other Financial Agreement				To document agreement of trial requirements between other parties involved in the conduct of the trial. Includes indemnity unless separate document created.		Pharmacy Agreement
Institutional Agreement		Core		8.2.4
8.2.6				097		X		X		X		X		D		6		Secure Resources / Supplies						X

		05		Site Management		05.02		Site Set-up 		05.02.17		IP Site Release Documentation		Drug Release Document
Authorization to Ship Clinical Trial Materials		To document approval for sites to receive drug supply / investigational product.				Recommended		5.14.2				100		X		NO		X		NO		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.18		Site Signature Sheet		Delegation of Authority
Site Responsibility Log		To document delegation by the Principal Investigator of trial specific tasks to site personnel conducting the trial.				Core		4.1.5
8.3.24				101		X		X		X		X		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.19		Investigators Agreement (Device)				Non-financial agreement between the sponsor and the investigator documenting the various responsibilities, as outlined in CFR Title 21 part 812 as well as ICH-E6 (if applicable), in which the investigator will comply.				Core		812.43c				240		NO		NO		X		X		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.20		Coordinating Investigator Documentation				Documentation to show the approval of a coordinating investigator for a specific region or group of investigators that is not already captured as another artifact for that investigator. Documentation related to a Country's National Coordinator when they are not participating as an Investigator in the Trial. 		Curriculum Vitae
Confidentiality Agreement		Recommended						255		X		X		X		X		R		10		Secure Resources / Committees				X

		05		Site Management		05.03		Site Initiation		05.03.01		Trial Initiation Monitoring Report		Site Initiation Visit Report		To document that trial procedures were reviewed with the investigator and the trial personnel and confirm the site meets requirements to begin trial participation. Trial initiation can be conducted via an Investigator Meeting, visit at the site and/or other contact. May include confirmation letters/emails.		Confirmation letter
Follow-up letter		Core		8.2.20				102		X		X		X		X		D		19		Monitor Site(s)						X

		05		Site Management		05.03		Site Initiation		05.03.02		Site Training Material				Training materials used to train the sites. Materials may be related to Electronic Data Capture (EDC), Interactive Response Technology (IRT), Rater training. (Also includes training done after site initiation)				Core		4.1.1				103		X		X		X		X		D		16		Set up site(s)		X		X		X

		05		Site Management		05.03		Site Initiation		05.03.03		Site Evidence of Training		Training Completion Documentation
Site Training Documentation		
To document completion of site training by relevant site personnel. Documentation includes attendance and certification for training delivered which may include Electronic Data Capture (EDC), Interactive Response Technology (IRT), Rater training, etc.		Attendance List
Attendance Certificate
User Activation Form  
User Training Certificate		Core		4.1.1				104		X		X		X		X		M		16		Set up site(s)		X		X		X

		05		Site Management		05.04		Site Management		05.04.01		Subject Log		Subject Screening Log 
Subject Enrolment Log
Subject Visit Log		To anonymously list all subjects including screened, screen failures and enrolled for the sponsor. Not anonymous at the Investigator site		Subject ICF Log		Core		8.3.20
8.3.22				105		X		X		X		X		M		17		Recruit Subjects & Obtain Consent						X

		05		Site Management		05.04		Site Management		05.04.02		Source Data Verification 				To document source data and associated verification activity 		SDV Checklist		Recommended						106		X		NO		X		NO		D		20		Manage Project		X				X

		05		Site Management		05.04		Site Management		05.04.03		Monitoring Visit Report				To document site visits monitoring trial conduct and compliance of the site, may include confirmation letters/emails.		Confirmation Letter  		Core		8.3.10				107		X		NO		X		NO		D		19		Monitor Site(s)						X

		05		Site Management		05.04		Site Management		05.04.04		Visit Log				To document monitoring visit dates and attendees.				Core						108		X		X		X		X		D		19		Monitor Site(s)						X

		05		Site Management		05.04		Site Management		05.04.05		Additional Monitoring Activity				To document additional monitoring activity such as co-visits and sponsor-specific monitoring activities		Co-visits		Core						109		X		NO		X		NO		D		19		Monitor Site(s)						X

		05		Site Management		05.04		Site Management		05.04.06		Protocol Deviations 		Protocol Deviation Report
Waiver Report		To document non-compliance/ deviations to the protocol. This may also be a consolidated list for a country filed at the country level or a consolidated list for the study filed at the study level.				Core		3.3.8
5.18.4		x Protocol Deviation Listing (component of CSR)		110		X		X		X		X		M		19		Monitor Site(s)		X				X

		05		Site Management		05.04		Site Management		05.04.07		Financial Documentation				Includes all invoices, receipts, payment summaries relating to the trial				Recommended						111		X		X		X		X		R		24		Manage Project / Manage Budget						X

		05		Site Management		05.04		Site Management		05.04.08		Final Trial Close Out Monitoring Report		Trial Termination Visit Report
Close Out Visit report		To document trial activities are completed for site closure prior to trial completion. may include confirmation letters/emails.				Core		8.4.5				112		X		NO		X		NO		D		34		Close Site(s) / Close Site						X

		05		Site Management		05.04		Site Management		05.04.09		Notification to Investigators of Safety Information		Dear Doctor
Dear Health Care Provider Letter
Safety Letter
SUSAR Notification
USADE Notification		To assure investigators are promptly notified of all findings (new, important information on serious adverse events and or safety concerns) that could adversely affect the safety of subjects, impact the conduct of the trial or alter their IRB/IEC's approval/favorable opinion to continue the trial.  Notifications may include but are not limited to Safety line listings, SUSARs, CIOMS, MedWatch, Analysis of Similar Events, cover letters and/or country-specific reporting forms. 
 		Acknowledgement of Receipt		Core		5.16.2
5.17
8.3.17-18 				113		X		X		X		X		D		28		Manage Subject Risk / Report Safety Issue(s)		X				X

		05		Site Management		05.04		Site Management		05.04.10		Subject Identification Log				To fully identify all subjects screened, screen failed and enrolled in the trial, with unique institution identifiers where relevant				Core		8.3.21
8.4.3				234		NO		X		NO		X		M		17		Recruit Subjects & Obtain Consent						X

		05		Site Management		05.04		Site Management		05.04.11		Source Data 				To document and confirm source data information at the Investigator site (i.e. medical records containing history of subjects).				Core		8.3.13				235		NO		X		NO		X		M		18		Complete Subject Study Visit						X

		05		Site Management		05.04		Site Management		05.04.12		Monitoring Visit Follow-up Documentation		Monitoring Visit Follow-up Communications		To document site visit follow-up. Could be grouped with monitoring visit reports.				Core		8.3.11				241		X		X		X		X		D		19		Monitor Site(s)						X

		05		Site Management		05.04		Site Management		05.04.13		Subject Eligibility Verification Forms and Worksheets		Subject Enrollment Form		Eligibility forms for qualification of trial subjects, may include inclusion/exclusion criteria, lab reports, doctor notes and other qualifying data usually used by (site) staff to ensure subjects are eligible, per protocol, for the study.				Recommended		8.3.20				256		X		X		X		X		R		17		Recruit Subjects & Obtain Consent						X

		05		Site Management		05.05		General		05.05.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes. Should not include monitoring visit follow-up letter.		Letter
Memo
Email
Fax
		Core		8.3.11				114		X		X		X		X		D		Per content				X		X		X

		05		Site Management		05.05		General		05.05.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial. 				Recommended						115		X		X		X		X		R		Per content				X		X		X

		05		Site Management		05.05		General		05.05.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						116		X		X		X		X		D		25		Manage Project / Oversee Vendor(s)		X		X		X

		05		Site Management		05.05		General		05.05.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone.				Core						117		X		X		X		X		D		19		Monitor Site(s)		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.01		IP Supply Plan		Trial Medication Plan
Clinical Trial Material Distribution Plan
IP Supply and Packaging Plan		To describe the following as they pertain to the IP: 1) quantity and packaging of active, placebo and/or if applicable, comparator or rescue supplies needed to fulfill the requirements of the trial protocol over the life of the trial, as well as blinding plan (if applicable) and 2) acceptable storage temperatures and conditions, storage times, reconstitution fluids and procedures and devices for product infusion. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.				Recommended		2.13
5.13.3 5.14.1				118		X		NO		X		NO		D		22		Manage Project / Manage IP		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.02		IP Instructions for Handling		Pharmacy Manual
Device User Manual     
IP Manual		To instruct on how the IP should be handled during transit and stored upon arrival at the distribution center, depot and/or trial site. Should address expectations for adequate and safe receipt, handling, storage, dispensing, retrieval of unused product from subjects and return of unused IP to the sponsor (or their delegate) If appropriate to the trial, includes preparation of the IP leading to administration and administration instructions. 				Core		5.13.2
5.14.3
8.2.14				119		X		X		X		X		D		22		Manage Project / Manage IP		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.03		IP Sample Label				A sample of each IP label type (for every pack and every language) to be used in the trial; approval status must be clear. All stages of label text development are included within this artifact.		Label Specification		Core 		5.13.1
8.2.13				120		X		NO		X		NO		D		22		Manage Project / Manage IP		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.04		IP Shipment Documentation				To record details of the shipment process including approval , requests, dispatch, tracking and receipts to/from a distribution center, depot and/or trial site. 		Pro Forma Invoice
Packaging Order
Shipment Request Form
Approval to Ship
Acknowledgement of Receipt		Core		5.14.4
8.2.15
8.3.8				121		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.05		IP Accountability Documentation		Inventory Documentation		To document records of the allocation of IP to/from a distribution center, depot, trial site and/or site to subject and the reconciliation of IP prior to return to the sponsor.				Core		5.14.4
8.3.23
8.4.1				122		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.06		IP Transfer Documentation				To document the transfer of IP between depots and sites (within or across protocols). Examples include sponsor approval for transfer and evidence of consultation with Qualified Person (QP). 		Approval for Transfer		Core		5.14.4 5.14.3				123		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.07		IP Re-labeling Documentation				To document the plan for the re-labeling process to occur at the distribution center, depot and/or site and confirmation records that the re-labeling occurred. 				Core		5.14.4 5.14.3				124		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.08		IP Recall Documentation				To document the plan for the recall process for the IP to occur at a distribution center, depot and/or site; will include confirmation records that the recall occurred.  				Core		5.14.4 5.14.3				125		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.09		IP Quality Complaint Form		Device Deficiency Report
IP Technical Complaint Form		To document or record an IP quality complaint. 				Core		5.14.4				126		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.10		IP Return Documentation 				To record details of returns to/from a distribution center, depot and/or trial site.  Examples include courier documentation and packing/ inventory listing.		Packaging Order
Acknowledgement of Return		Core		5.14.4
8.2.15
8.3.9				127		X		X		X		X		D		33		Close Site(s) / Reconcile Trial Materials		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.11		IP Certificate of Destruction 		Documentation of IP Destruction 		To document the confirmation of destruction of IP at the end of a trial at a distribution center, depot and/or site . 				Core		5.14.4 8.4.2				128		X		X		X		X		D		33		Close Site(s) / Reconcile Trial Materials		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.12		IP Retest and Expiry Documentation				To document the batch retesting/analyses of IP for a variety of reasons such as stability confirmation and expiry extension				Core		5.14.5				242		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.02		IP Release Process Documentation		06.02.01		QP (Qualified Person) Certification				To confirm that any IP from another country has been manufactured and checked in accordance with standards of Good Manufacturing Practices (GMP) at least equivalent to those laid down in Directive 91/356/EEC. Documents the technical release documentation including GMP certification and the name / address of the manufacturer. 				Core		2.12
5.13.1				129		X		X		X		X		D		22		Manage Project / Manage IP		X		X

		06		IP and Trial Supplies		06.02		IP Release Process Documentation		06.02.02		IP Regulatory Release Documentation				To document the regulatory IP release process.				Core		2.12
5.14.2				130		X		NO		X		NO		D		22		Manage Project / Manage IP		X		X		 

		06		IP and Trial Supplies		06.02		IP Release Process Documentation		06.02.03		IP Verification Statements				Any certificate, license or other documentation that is required by a specific regulation to verify the quality, source, manufacture, ingredients or other aspect of investigational and/or control product. Examples include TSE certificate, Controlled IP storage, DEA 223 and GMP Manufacturer’s License.				Core		8.2.15
8.3.8 5.14.4				131		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.02		IP Release Process Documentation		06.02.04		Certificate of Analysis 		Certificate of Conformance (CoC)		To document identity, purity and strength of the IP(s) to be used trial, in accordance with the specifications of the IP, including the acceptance limits and the actual results of the tests.  				Core		2.12
5.13.1
8.2.16
8.3.9		Certificate of Analysis 		132		X		NO		X		NO		D		22		Manage Project / Manage IP		X

		06		IP and Trial Supplies		06.03		IP Allocation Documentation		06.03.01		IP Treatment Allocation Documentation		Randomization Envelopes
Emergency Decode Envelopes
Emergency Decode Lists		To document the treatment allocation or device serial numbers for each subject; used if urgent unblinding or code break is needed or when interim or final unblinding occurs.				Core		5.13.4
8.2.17
8.4.6				133		X		X		X		X		D		22		Manage Project / Manage IP		X				X

		06		IP and Trial Supplies		06.03		IP Allocation Documentation		06.03.02		IP Unblinding Plan		Decoding Procedure		To describe the plan and procedures to be taken should the action of breaking the blind for an individual subject be urgently needed, or when interim or final unblinding occurs. 				Core		5.13.4
8.2.17				134		X		X		X		X		D		12		Develop Trial Management Strategy		X

		06		IP and Trial Supplies		06.03		IP Allocation Documentation		06.03.03		IP Treatment Decoding Documentation 		Code Break
Unblinding		To document the action of breaking the blind for an individual subject, urgently if needed, or when interim or final unblinding occurs. Treatment unblinding may be controlled by interactive response technology (IRT) and or manually using code break envelopes.				Core		5.13.4 
8.4.6				135		X		X		X		X		D		30		Manage Subject Risk / Break Blind		X				X

		06		IP and Trial Supplies		06.04		Storage		06.04.01		IP Storage Condition Documentation				To document the unique storage conditions of the IP at the sponsor (if sponsor is distributing), distribution center, depot, trial site and in transit, if required by the available stability requirements of the IP. 				Core		 5.13.2				136		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.04		Storage		06.04.02		IP Storage Condition Excursion Documentation				To record excursions for IP, from the acceptable pre-defined condition range either during transit or storage at a distribution center, depot and/or trial site. 				Core		5.13.2				137		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.04		Storage		06.04.03		Maintenance Logs (Device)				To record activities and times when quality of condition of IP, Non-IP and other trial supplies is assessed over period of use and any maintenance performed, including software logs and certificates of calibration. 				Core		5.14.5				243		NO		NO		X		X		D		22		Manage Project / Manage IP		X				X

		06		IP and Trial Supplies		06.05		Non-IP Documentation		06.05.01		Non-IP Supply Plan				To describe the details and quantity of non-IP supplies needed to fulfill the trial protocol requirements over the life of the trial. May include but is not limited to, supplementary medication, pre-treatment, other prophylactic therapies, drug delivery supplies (IV tubing, syringes, etc.) and measurement tools such as thermometers, respirometers, etc. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.				Recommended		2.13				138		X		NO		X		NO		D		23		Manage Project / Manage Non-IP		X

		06		IP and Trial Supplies		06.05		Non-IP Documentation		06.05.02		Non-IP Shipment Documentation				To record details of the shipment of non-IP supplies needed to fulfill the trial protocol requirements to a distribution center, depot and/or site. 				Recommended						139		X		X		X		X		D		23		Manage Project / Manage Non-IP		X				X

		06		IP and Trial Supplies		06.05		Non-IP Documentation		06.05.03		Non-IP Return Documentation 				To inventory the returns of certain non-IP supplies needed to fulfill the trial protocol requirements to a distribution center, depot and/or site. Examples include courier documentation and packing/ inventory listing.				Recommended						140		X		X		X		X		D		23		Manage Project / Manage Non-IP		X				X

		06		IP and Trial Supplies		06.06		Interactive Response Technology		06.06.01		IRT User Requirement Specification				To document end user requirements from design and capabilities of an interactive response technology (IRT) such as Interactive Voice Response System (IVRS) or Interactive Web Response System (IWRS), included but not limited to screening, randomization or drug allocation. May also include technical aspects of the system development.				Core		5.5.3				141		X		NO		X		NO		D		22		Manage Project / Manage IP		X

		06		IP and Trial Supplies		06.06		Interactive Response Technology		06.06.02		IRT Validation Certification				To confirm the validation status of the interactive response technology (IRT).				Core		5.5.3				142		X		NO		X		NO		D		22		Manage Project / Manage IP		X

		06		IP and Trial Supplies		06.06		Interactive Response Technology		06.06.03		IRT User Acceptance Testing (UAT) Certification		IRT UAT Sign Off		To document the acceptability of the series of assessments of the IRT performed by key users of the system that are designed to show that the IRT has been correctly programmed and meets the requirements of the User Requirements Specification (URS). Minimally, the signature page and may include validation or other documentation.		UAT Scripts		Core		5.5.3				143		X		NO		X		NO		D		22		Manage Project / Manage IP		X

		06		IP and Trial Supplies		06.06		Interactive Response Technology		06.06.04		IRT User Manual				To provide instructions and define the operational instructions for the IRT for the user.				Core		5.3.3				144		X		X		X		X		D		22		Manage Project / Manage IP		X

		06		IP and Trial Supplies		06.06		Interactive Response Technology		06.06.05		IRT User Account Management				To capture account management details for all users who received access to the system; should include security role, data account granted, date account disabled				Core						145		X		X		X		X		D		22		Manage Project / Manage IP		X		X		X

		06		IP and Trial Supplies		06.07		General		06.07.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Letter
Memo
Email
Fax
		Core		8.3.11				146		X		X		X		X		D		Per content				X		X		X

		06		IP and Trial Supplies		06.07		General		06.07.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial. 				Recommended						147		X		NO		X		NO		D		Per content				X		X		X

		06		IP and Trial Supplies		06.07		General		06.07.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core		8.3.11				148		X		NO		X		NO		D		Per content				X

		06		IP and Trial Supplies		06.07		General		06.07.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone.				Core						149		X		NO		X		NO		D		Per content				X		X		X

		07		Safety Reporting		07.01		Safety Documentation		07.01.01		Safety Management Plan		Safety Reporting Plan
Safety Review Plan
		To describe the end-to-end process for the ongoing safety evaluation for the investigational product; includes data to be collected, reporting objectives and processes for a clinical trial. Plan may include but is not limited to: associated documents for quality management, safety database entry specifications and templates and/or coding guidelines.

This artifact may not be study specific, thus may include a reference to appropriate SOP(s) or program/IP level plans. One example of where this artifact would be expected to be study-specific is when a CRO performs this function for a single study.				Core 		2.2
5.16.1				150		X		NO		X		NO		M		12		Develop Trial Management Strategy		X

		07		Safety Reporting		07.01		Safety Documentation		07.01.02		Pharmacovigilance Database Line Listing		Periodic Line Listing
Periodic SUSAR Report
Periodic SUSAR Line Listing
Periodic SAE Line Listing
CIOMS II 		Listing of trial data for a single trial used for a variety of safety evaluation of the investigational product purposes (e.g. Serious Adverse Events (SAE) case listings, database line listings, etc.). 

This artifact may not be study specific, thus may include a reference to program/IP level records. One example of where this artifact would be expected to be study-specific is when a CRO performs this function for a single study.				Core		5.16.1
5.17.3				151		X		X		X		X		D		28		Manage Subject Risk / Report Safety Issue(s)		X

		07		Safety Reporting		07.02		Trial Status Reporting		07.02.01		Expedited Safety Report		CIOMS I Report or Form
MedWatch
Investigational New Drug (IND) Safety Report
Suspected Unexpected Serious Adverse Reaction (SUSAR)
Unanticipated Serious Adverse Device Event (USADE) Reporting Form
Analysis of Similar Events		To document unexpected serious adverse drug reactions and other safety information; submitted to regulatory authorities and IRBs/IECs.  Submission artifact is located in 03.03.01.				Core		5.16.2
5.17
8.3.17-18				152		X		X		X		X		M		28		Manage Subject Risk / Report Safety Issue(s)		X				X

		07		Safety Reporting		07.02		Trial Status Reporting		07.02.02		SAE Report				To organize critical data around a serious adverse event, adverse event and/or a laboratory abnormality as identified in the protocol. Reports may include, but are not limited to: specific investigator SAE report forms and supporting data, reporter correspondence, associated note-to-files, source documentation, case logs, narratives, case unblinding forms and/or safety database case printouts. 
				Core		4.11
8.3.16				153		X		X		X		X		M		28		Manage Subject Risk / Report Safety Issue(s)		X				X

		07		Safety Reporting		07.02		Trial Status Reporting		07.02.03		Pregnancy Report				To organize critical data around a pregnancy that occurred whilst either the male or the female subject was participating in a clinical trial. Reporting forms and supporting data collected for pregnancy cases and their outcome. Reports may include but are not limited to specific regulatory forms and supporting data, reporter correspondence, associated note-to-files, source documentation, case logs, case unblinding form, narratives and/or safety database case printouts. 				Core		4.11
8.3.16				154		X		X		X		X		M		28		Manage Subject Risk / Report Safety Issue(s)		x				X

		07		Safety Reporting		07.02		Trial Status Reporting		07.02.04		Special Events of Interest		Medical Events of Interest		To organize critical data around a special event of interest, one that is of scientific and medical concern specific to the product or program. Usually requested by or submitted to Regulatory Agencies. Reports may include but are not limited to specific regulatory forms and supporting data, reporter correspondence, associated note-to-files, source documentation, case logs, narratives, case unblinding forms and/or safety database case printouts. 				Core						155		X		X		X		X		D		29		Manage Subject Risk / Manage Urgent Safety Measures		X				X

		07		Safety Reporting		07.03		General		07.03.01		Relevant Communications		Correspondence		Zone-specific, trial specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes. (Does not include program level communications.)		Letter
Memo
Email
Fax
		Core		8.3.11				156		X		X		X		X		M		28		Manage Subject Risk / Report Safety Issue(s)		X				X

		07		Safety Reporting		07.03		General		07.03.02		Tracking Information				Zone-specific, trial specific documents developed for the purpose of tracking activities during the course of the trial.  (Does not include program level tracking information.)				Recommended						157		X		NO		X		NO		D		21		Manage Project / Report on Progress		X		X		X

		07		Safety Reporting		07.03		General		07.03.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related, trial specific meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material. (Does not include program level meeting material.)		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						158		X		NO		X		NO		D		21 / 28		Manage Project / Report on Progress / Manage Subject Risk / Report Safety Issue(s)		X

		07		Safety Reporting		07.03		General		07.03.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone.				Core						159		X		NO		X		NO		D		Per content				X				X

		08		Central and Local Testing		08.01		Facility Documentation		08.01.01		Certification or Accreditation		Qualifications		To document recognition and approval by an authorized accrediting body applying known acceptable standards, that the central or local facility is competent to perform required test(s) and support reliability of results; if applicable.		CLIA Certificate
ISO Certification		Core		8.2.12
8.3.7				160		X		X		X		X		D		8		Secure Resources / Vendors		X		X		X

		08		Central and Local Testing		08.01		Facility Documentation		08.01.02		Laboratory Validation Documentation 		Method Validation
Quality Control Testing
Precision Testing		To document through use of control data that a central or local laboratory can consistently and reproducibly report results that are reliable; may include but is not limited to reporting of calibration and control results for a research test parameter, antibody or pharmacokinetic testing that may be performed by an internal or external central or local laboratory; required if certification or accreditation is not available for the study test method.				Core		8.2.12
8.3.7				161		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X		X

		08		Central and Local Testing		08.01		Facility Documentation		08.01.03		Laboratory Results Documentation 				Summary listings or individual subject reports provided by the central or local laboratory or other testing facility, e.g. results of biochemical testing, histological examination.				Core		8.2.12
8.3.8				162		X		X		X		X		D		18		Complete Subject Study Visit		X		X		X

		08		Central and Local Testing		08.01		Facility Documentation		08.01.04		Normal Ranges		Reference Ranges		To define acceptable limits (where 95% of the population that a central or local facility serves will fall) for comparative interpretation that allow for medical decisions to be made; may be included in User Manual.				Core		8.2.11
8.3.6 				163		X		X		X		X		D		5		Develop Study Design / Feasibility & Site Evaluation		X		X		X

		08		Central and Local Testing		08.01		Facility Documentation		08.01.05		Manual		Facility Manual
Facility Handbook
Laboratory Manual		To outline the procedures to be followed in the collection, handling and shipping of samples; may not be available for local facilities.				Recommended		8.2.14				164		X		X		X		X		D		4		Develop Study Design / Document Development		X		X		X

		08		Central and Local Testing		08.01		Facility Documentation		08.01.06		Supply Import Documentation				To provide the necessary documentation required per country to allow for importation of supplies (non-drug / IP), may also include biological samples and related test material (kits, etc.)				Core		8.2.15
8.3.8				165		X		NO		X		NO		D		22		Manage Project / Manage IMP/Device		X		X		X

		08		Central and Local Testing		08.01		Facility Documentation		08.01.07		Head of Facility Curriculum Vitae		Lab Director Curriculum Vitae		To verify that the Head of Facility is suitably qualified to lead and oversee the management and reporting of results; may be included with Certification / Accreditation; may be found in the User Manual.		Lab Director Medical License		Recommended		8.2.12
8.3.7				166		X		X		X		X		D		25		Manage Project / Oversee Vendor(s)		X		X		X

		08		Central and Local Testing		08.01		Facility Documentation		08.01.08		Standardization Methods  		Interlaboratory Comparison Testing
Proficiency Testing		To confirm that two or more central or local facilities can perform the same test / procedure and obtain consistent results; includes but may not be limited to cross-calibration of test methods between assays or facilities or phantom data or bioanalytical assay.				Core		8.2.12
8.3.7				167		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X		X

		08		Central and Local Testing		08.02		Sample Documentation		08.02.01		Specimen Label		Sample Label		To capture critical information about the collection of a sample; may include but is not limited to subject ID, date and time of collection, etc.; may be included in User Manual.				Recommended						168		X		NO		X		NO		D		4		Develop Study Design / Document Development		X		X		X

		08		Central and Local Testing		08.02		Sample Documentation		08.02.02		Shipment Records		Specimen Shipment Records		To provide relevant details for samples sent in any one shipment.				Recommended		8.2.15
8.3.8				169		X		X		X		X		D		22		Manage Project / Manage IMP/Device		X		X		X

		08		Central and Local Testing		08.02		Sample Documentation		08.02.03		Sample Storage Condition Log		Specimen Storage Condition Log		To monitor and track sample storage under the appropriate conditions.				Recommended		8.2.14				170		X		X		X		X		D		22		Manage Project / Manage IMP/Device		X		X		X

		08		Central and Local Testing		08.02		Sample Documentation		08.02.04		Sample Import or Export Documentation		Specimen Import or Export Documentation		To provide the necessary documentation required per country to allow for importation/exportation of samples.		Pro-forma Invoices
Customs Statements
Biosafety Statements		Core		8.2.15
8.3.8				171		X		NO		X		NO		D		6		Secure Resources / Supplies		X		X		X

		08		Central and Local Testing		08.02		Sample Documentation		08.02.05		Record of Retained Samples 		Record of Retained Specimens
Biorepository		To document location and identification of body fluid or tissue samples being held for possible future (re)testing; to include destruction records, when and if this occurs.				Core		8.3.25				172		X		X		X		X		D		20		Manage Project		X		X		X

		08		Central and Local Testing		08.03		General		08.03.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Letter
Memo
Email
Fax
		Core		8.3.11				173		X		X		X		X		D		Per content				X		X		X

		08		Central and Local Testing		08.03		General		08.03.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial. 				Recommended						174		X		NO		X		NO		D		Per content				X		X		X

		08		Central and Local Testing		08.03		General		08.03.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						175		X		NO		X		NO		D		6		Secure Resources / Supplies		X		X		X

		08		Central and Local Testing		08.03		General		08.03.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone.				Core						176		X		NO		X		NO		D		20		Manage Project		X		X		X

		09		Third parties 		09.01		Third Party Oversight		09.01.01		Qualification and Compliance		Documentation of Decision to Utilize Third Party
Qualification of Vendor
Audit Certificate		To confirm that a third party meets all relevant criteria to fulfill a contractual obligation; may include a quality questionnaire, a visit report to qualify their capabilities, other documents that support capabilities.				Core						177		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.01		Third Party Oversight		09.01.02		Third Party Curriculum Vitae				To document qualifications and eligibility of Individual Third Party Trial Team Members; CVs, Questionnaires etc. including translators, for the project. Not intended to duplicate records filed in Zones 1 and 5 (sponsor & investigator).				Core						257		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.01		Third Party Oversight		09.01.03		Ongoing Third Party Oversight				To confirm throughout the duration of a study that a third party continues to meet all relevant criteria to fulfill a contractual obligation.				Recommended						258		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.02		Third Party Set-up		09.02.01		Confidentiality Agreement				To confirm by written legal agreement that key information between parties will be prevented from being inappropriately disclosed. May be included in another contractual agreement. 				Core		1.16				178		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.02		Third Party Set-up		09.02.02		Vendor Selection				To identify how a third party was selected. May include details of other third parties short-listed, master vendor list and any assessments carried out prior to selection.				Recommended						179		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.02		Third Party Set-up		09.02.03		Contractual Agreement		Scope of Work
Project Work Order(s)
Change Order(s)
Financial Agreement
Contract
Service Agreement
Letter of Agreement
Letter of Intent
Authorization to Proceed		To document by a written dated signed agreement between two or more parties that defines any arrangements on delegation and distribution of tasks and obligations (including financial obligations); critical components include service description and budget.				Core		1.17
8.2.6				180		X		NO		X		NO		D		7		Secure Resources / People		X		X

		09		Third parties 		09.03		General		09.03.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Letter
Memo
Email
Fax
		Core		8.3.11				182		X		NO		X		NO		D		25		Manage Project / Oversee Vendor(s)		X		X

		09		Third parties 		09.03		General		09.03.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial. 				Recommended						183		X		NO		X		NO		D		Per content				X		X

		09		Third parties 		09.03		General		09.03.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						184		X		NO		X		NO		D		25		Manage Project / Oversee Vendor(s)		X		X

		09		Third parties 		09.03		General		09.03.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone.				Core						185		X		NO		X		NO		D		Per content				X		X

		10		Data Management		10.01		Data Management Oversight		10.01.01		Data Management Plan 		Data Management Operational Plan
Data Handling Manual
Data Processing Plan
Technology Plan		To identify the overall strategy for data management process for the study; a compilation of documents that may include amendments/appendices but are not limited to: Completion Guidelines, Data Quality Plan, CRF Design Document, Database (build) Specification, Entry Guidelines, Database Testing..				Recommended		5.1
5.5		Data Management Plan		186		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.02		Data Capture		10.02.01		CRF Completion Requirements		CRF Completion Guidelines		To provide detailed instructions on how data points on each CRF are to be completed; how to enter on paper and if EDC, how to enter data into the system. 				Core		2.10
4.9.1
4.9.2				187		X		X		X		X		M		3		Develop Study Design / Capture Subject Data		X		X

		10		Data Management		10.02		Data Capture		10.02.02		Annotated CRF 				To assign variable names and attributes to the fields on the CRF and to link the variables to the tables within the database; may also be used as an aid for database programming on how to structure the database; use for data extraction; may be generated at the time of regulatory submission.				Recommended		5.1		Annotated CRF		188		X		NO		X		NO		D		18		Complete Subject Study Visit		X

		10		Data Management		10.02		Data Capture		10.02.04		Documentation of Corrections to Entered Data 		Data Clarification Forms
Data Correction Forms
Data Query Forms		Any documentation used to query database discrepancies and to record approved corrections to the clinical trial database; may include self-evident corrections, global queries, SAE queries, laboratory queries and any other database queries generated.  Additionally, include any agreements per study and site that study personnel are permitted to perform without the need to issue a query to the investigator along with acknowledge acceptance/signing of these changes by Investigator.				Core		
4.9.3
8.3.15				190		X		X		X		X		D		20		Manage Project						X

		10		Data Management		10.02		Data Capture		10.02.05		Final Subject Data		Completed CRFs or eCRFs
Final Casebooks
Final Subject Reports		Final Subject data (EDC/ePRO/Paper) for the protocol and a copy of each site's data by-subject. Associated documents may include but are not limited to documentation of subject data corrections, subject diaries, questionnaires, laboratory reports and other third-party specialty data. Does not include the final study datasets.				Core		4.9.3
5.5
8.3.14
4.9.4				191		X		X		X		X		D		20		Manage Project						X

		10		Data Management		10.03		Database		10.03.01		Database Specifications 		Database Programming Requirements 		To provide a detailed framework for the database to be built for CRF data capture system.				Core		1.46
5.1
5.5				192		X		NO		X		NO		D		3		Develop Study Design / Capture Subject Data		X

		10		Data Management		10.03		Database		10.03.02		Edit Check Plan		Edit Check Specifications
Logic Check Specifications		Specifications which will detect data that is illogical, unexpected, missing, redundant, or is outside of defined study parameters; usually implemented via programming logic				Core		5.1
5.5				193		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		10		Data Management		10.03		Database		10.03.03		Edit Check Programming 				The computer code which satisfies the edit check plan/specification details; may include a reference to where the code resides.				Core		5.1
5.5				194		X		NO		X		NO		D		3		Develop Study Design / Capture Subject Data		X

		10		Data Management		10.03		Database		10.03.04		Edit Check Testing 		Edit Check QC 		To provide evidence that the data edit checks have been implemented correctly; can include the data used to test the programming logic 				Core		5.1
5.5				195		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		10		Data Management		10.03		Database		10.03.05		Approval for Database Activation 		Database Release Approval Report
Go-Live Approval Form
Push-to-Production Form		Documentation that all database specification requirements have been satisfied and system can go live; will also include confirmation that UAT (user acceptance testing) has been successfully completed. May include a modified version to activate implementation of change control				Core		5.1
5.5				196		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		10		Data Management		10.03		Database		10.03.06		External Data Transfer Specifications 				To document import and export data specifications; includes but is not limited to diary, lab, IVRS, imaging; integration from external systems to database and may include transfer from one group to another.				Core		5.1
5.5				197		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.03		Database		10.03.07		Data Entry Guidelines (Paper)				To provide detailed instructions on how CRF data is to be entered into a database; specific to a paper CRF trial (therefore, would not be required with an EDC trial).				Core		5.1
5.5				198		X		NO		X		NO		D		3		Develop Study Design / Capture Subject Data		X

		10		Data Management		10.03		Database		10.03.08		SAE Reconciliation 				To document reconciliation and resolution of discrepancies between the SAEs in the safety and the clinical databases has been successfully completed.				Core		5.1
5.5				199		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.03		Database		10.03.09		Dictionary Coding 		Medical Coding 		To document the tools used in medical coding and the final coded terms; includes medical sign off of coding; may include resolution discrepancies.				Core		5.1
5.5				200		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		10		Data Management		10.03		Database		10.03.10		Data QC or QA Plan and Results 		QC or QA Data Documentation
Data Review Plan		To describe the procedures for creating and implementing a Quality Control (QC) Plan or Data Review Plan to ensure that quality data is captured into a clinical database on an ongoing basis. Artifact can include any evidence of the results from the plan.				Core		5.1
5.5				201		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.03		Database		10.03.11		Database Lock and Unlock Approval 				Confirmation that all of the requirements for database release have been meet; may include all unlock and re-lock documentation as well as a report on data quality issues and summary of essential activities prior to database lock		Database Lock Memo
Critical Change Request
Errata Memo		Core		5.1
5.5				202		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.03		Database		10.03.12		Database Change Control 				Summary of requested change, reason for change, relevant approvals, impact / risk analysis, associated requirements, specifications and other documentation describing the validation and implementation of this change. 				Core		5.1
5.5				244		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.04		EDC Management		10.04.01		System Account Management				To capture account management details for all users who received access to the system (e.g.: ePRO, eCRF); intended to include users' security role, date account granted, date account disabled.				Core		5.5.3 (d) and (e)				204		X		X		X		X		D		16		Set up site(s)		X				X

		10		Data Management		10.04		EDC Management		10.04.02		Technical Design Document		EDC System Specifications Core Configuration Specifications		Document containing the design elements of the EDC (e.g.: eCRF or ePRO) eCRF including the variables to be collected, the logical arrangement of the variables, navigation among and between the different forms, the logic checks for logical consistency.				Core		5.5.3 				245		X		X		X		X		D		16		Set up site(s)		X

		10		Data Management		10.04		EDC Management		10.04.03		Validation Documents				Documents establishing the project context and documentation requirements for EDC (e.g.: eCRF or ePRO); can include the plan for and results of, the user acceptance testing (UAT). Includes the validation report to provide wrap up and post go-live summary if required.				Core		5.5.1
5.5.3 				246		X		X		X		X		D		16		Set up site(s)		X

		10		Data Management		10.05		General		10.05.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Letter
Memo
Email
Fax
		Core		8.3.11				205		X		NO		X		NO		D		20		Manage Project		X		X		X

		10		Data Management		10.05		General		10.05.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial. 				Recommended						206		X		NO		X		NO		D		Per content				X				X

		10		Data Management		10.05		General		10.05.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						207		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.05		General		10.05.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone.				Core						208		X		NO		X		NO		D		20		Manage Project		X		X		X

		11		Statistics		11.01		Statistics Oversight		11.01.01		Statistical Analysis Plan 		SAP		To describe the statistical aspects of the trial design, the process of data selection for all analyzes, the data items to be analyzed and all the procedures and methods to be employed in the analysis of those data items as well as the planned presentation of those results (Tables, Listings and Figures (TLFs), all versions of the SAP and approval forms). Includes interim and final.				Core		6.9		Statistical Analysis Plan 		209		X		NO		X		NO		M		12		Develop Trial Management Strategy		X

		11		Statistics		11.01		Statistics Oversight		11.01.02		Sample Size Calculation				To document the technique, assumptions and output used to calculate the sample size; can include QC and sign off.				Core						210		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		11		Statistics		11.02		Randomization		11.02.01		Randomization Plan 				To describe the randomization scheme (e.g. number and name of treatments, strata, block size) and how the randomization will be carried out; this plan is then used to initiate programming.				Core		4.7
6.4.2		Randomization Scheme		211		X		NO		X		NO		M		12		Develop Trial Management Strategy		X

		11		Statistics		11.02		Randomization		11.02.02		Randomization Procedure 				To define the actual steps for how subjects are randomized in a trial. This could be by interactive response technology (IRT)/IVRS, or a manual process ((i.e. work instruction). May be part of the randomization plan.				Core						212		X		NO		X		NO		M		4		Develop Study Design / Document Development		X

		11		Statistics		11.02		Randomization		11.02.03		Master Randomization List 		Randomization Schedule		The single source on the assignment of subjects to protocol specified groups.  In blinded studies, this list remains blinded until its release following the final data lock.				Core		8.2.18				213		X		NO		X		NO		M		20		Manage Project		X		X

		11		Statistics		11.02		Randomization		11.02.04		Randomization Programming 				Computer code to generate randomization number for treatment assignment.				Core		5.4.1				214		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		11		Statistics		11.02		Randomization		11.02.05		Randomization Sign Off		Randomization Approval		To verify that the randomization program generates the randomization number and treatment assignment correctly according to the randomization schema specified for the trial.				Core		5.1.1				215		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		11		Statistics		11.02		Randomization		11.02.06		End of Trial or Interim Unblinding		Decoding Request
Randomization Release Request 
Request for Access to Randomization		To document and authorize the release of the randomization code and allow the trial data to be unblinded. Includes evidence of release of end of trial unblinding. May include a request for partial unblinding, or to open the randomization list for maintenance by randomization management personnel.				Core		5.1
5.5				216		X		X		X		X		D		30		Manage Subject Risk / Break Blind		X

		11		Statistics		11.03		Analysis		11.03.01		Data Definitions for Analysis Datasets				To define the programming logic required to transform the raw dataset to the analysis dataset; includes populations, etc.; as outlined in the SAP.				Core		5.1
5.5				217		X		NO		X		NO		D		20		Manage Project		X

		11		Statistics		11.03		Analysis		11.03.02		Analysis QC Documentation				To confirm the QC procedures planned for the analysis programs as well as the actual output of the QC steps.		QC Plan
QC Report		Core		5.1
5.5				218		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		11		Statistics		11.03		Analysis		11.03.03		Interim Analysis Raw Datasets 				The export of raw data for interim analysis purposes. This may include CDISC datasets such as Operational Data Model (ODM) or SDTM.  				Core		5.1
5.5				219		X		NO		X		NO		D		36		Analyze Data / Interim Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.04		Interim Analysis Programs				The suite of programs designed to generate the interim analysis outputs as referenced in the SAP.				Core						220		X		NO		X		NO		D		4		Develop Study Design / Document Development		X

		11		Statistics		11.03		Analysis		11.03.05		Interim Analysis Datasets 				The datasets used for the interim analyses. 				Core						221		X		NO		X		NO		D		36		Analyze Data / Interim Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.06		Interim Analysis Output				The Tables Listings and Figures produced from the interim analysis datasets; includes Statistics approval.				Core						222		X		NO		X		NO		D		36		Analyze Data / Interim Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.07		Final Analysis Raw Datasets 				The export of raw data for final analysis purposes. This may include CDISC datasets such as Operational Data Model (ODM) or SDTM 				Core				Datasets		223		X		NO		X		NO		D		37		Analyze Data / Final Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.08		Final Analysis Programs				The suite of programs designed to generate the final analysis outputs as referenced in the SAP.				Core				Program File for Analysis Dataset		224		X		NO		X		NO		D		4		Develop Study Design / Document Development		X

		11		Statistics		11.03		Analysis		11.03.09		Final Analysis Datasets				The datasets used for the final analysis. 				Core				Analysis Datasets		225		X		NO		X		NO		D		37		Analyze Data / Final Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.10		Final Analysis Output				The Tables, Listings and Figures produced from the final analysis datasets; includes Statistics approval. May be appended to the CSR.				Core				Statistical Output		226		X		NO		X		NO		M		37		Analyze Data / Final Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.11		Subject Evaluability Criteria and Subject Classification		Population Definition Criteria
Protocol Violations
Deviations and Exemptions
Protocol Deviation Listing		To document the decisions which define the criteria applied to evaluate each subject in the trial, in order to that will unambiguously assign the subject to the populations established in the SAP. 				Core		6.9.7		Protocol Deviation Listing		227		X		NO		X		NO		M		36		Analyze Data / Interim Data Analysis		X

		11		Statistics		11.04		Report		11.04.01		Interim Statistical Report(s)				To summarize the relevant statistical aspects of the interim analysis. May be appended to the CSR.				Core		5.1
5.5				228		X		NO		X		NO		D		40		Report Data / Write Reports		X

		11		Statistics		11.04		Report		11.04.02		Statistical Report				To summarize the relevant statistical aspects of the final analysis. May be appended to the CSR. 				Core		5.1
5.5		Statistical Report		229		X		NO		X		NO		D		37		Analyze Data / Final Data Analysis		X

		11		Statistics		11.05		General		11.05.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Letter
Memo
Email
Fax
		Core		8.3.11				230		X		NO		X		NO		D		Per content				X

		11		Statistics		11.05		General		11.05.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial. 				Recommended						231		X		NO		X		NO		D		21		Manage Project / Report on Progress		X

		11		Statistics		11.05		General		11.05.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions. Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Agenda
Minutes
Attendance Sheet
Presentation Materials
Questions and Answers
Recording		Core						232		X		NO		X		NO		D		37		Analyze Data / Final Data Analysis		X

		11		Statistics		11.05		General		11.05.04		Filenote		Note to File  		To document any decision or to clarify any information relating to this zone.				Core						233		X		NO		X		NO		D		20		Manage Project		X
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v3.0 Markup

		TMF Reference Model 														Version 3.0 DRAFT with Markup 										Sponsor Files - X: applicable; NO - Not applicable
Investigator Site Files - XS: artifact specific for one site; XG: general artifact for all sites; NO: not for ISF; NO-CS: generally not for ISF apart from for limited countries

		TMF Zone				Section				Artifact name				Alternate names		Definition / Purpose		Core or Recommended for inclusion		ICH Code		Artifact name in v1.0 EDM Reference Model		Unique ID Number		Sponsor Document		Investigator Document - Revised in V3		Sponsor Document		Investigator Document - Revised in V3				Process Number		Process Name		Trial Level Document 		Country/ Region Level Document		Site Level Document

				Generic changes

				Spellings and grammar corrected 

				New artifacts highlighted in yellow

				Artifacts renumbered to be consecutive - maintaining V2 numbering as far as possible. Previous numbering noted on the clean model

				Sub-artifacts added as additional example document types - to be customized per company

				Standardizations of wording such as 'documenttaion' rather than 'document' 

				Standardization of spelling on use of z over s.

				If applicable' removed as a document type will only be expected if applicable

				ISF classification has been simplified to X or NO

		01		Trial Management		01.01		Trial Oversight		01.01.01		Trial Master File Plan		Records Management Plan
File plan
Central File Maintenance Plan
Filing instructions
Filing and archive plan		To document describe how records for the trial will be managed and stored during and after the trial, including study-specific processes procedure and documentation for archiving and destruction. To include TMF filing structure to be used. May include TMF content list, filing structure, and chain of custody records. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Recommended		5.5.7				001		X		NO		X		NO		R		12		Develop Trial Management Strategy		X

		01		Trial Management		01.01		Trial Oversight		01.01.02		Trial Management Plan		Project Management Plan		To identify describe overall strategy for timelines, management and conduct of the trial and typically makes reference to other artifacts. Artifact can include details on contingency plan covering details for site start up planning.		Recommended		2.2				002		X		NO		X		NO		R		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.03		Quality Plan 				To outline describe the operational techniques and activities undertaken within the quality assurance management system to verify that the requirements for quality of the trial-related activities have been fulfilled.  Relevant parts may include, but not be limited to, a plan written for internal oversight of study quality management, an audit plan, data verification steps; also includes escalation in the event of a quality issue being identified and all corrective and preventative actions determined. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Recommended		5.1				003		X		NO		X		NO		R		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.04		List of SOPs Current During Trial				To document which standard operating procedures (SOPs) and which versions were in effect for the duration of the trial, and trial-specific procedures created for the trial. To include Sponsor and third party SOPs. This artifact does not include the SOPs themselves. May include SOP waivers to document and describe study-specific deviation  from a named SOP or working procedure and the rationale for the deviation, when applicable.		Core		5.1.1				004		X		NO		X		NO		M		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.05		Operational Procedure Manual		Study Reference Manual
Work Instruction
Manual of Procedures		To describe trial-related processes not covered by formal standard operating procedures. Includes manuals given to sites for ISFs and vendor study-specific manuals as well as any study related tools provided to investigator sites not subject to IRB/IEC approval.  Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists.		Recommended		5.1.1				005		X		XG		X		XG		R		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.06		Recruitment Plan				To document describe the planned subject enrolment/recruitment goals during the trial, including contingency plans.  Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Recommended		5.6				006		X		NO		X		NO		R		12		Develop Trial Management Strategy		X		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.07		Communication Plan				To document describe communication strategy and plans between trial stakeholders, including communication escalation procedures/steps.  Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Recommended						007		X		NO		X		NO		R		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.08		Monitoring Plan				To document describe how monitoring will be implemented during the trial, including strategy for source data verification.  Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Core		5.18.3				008		X		NO		X		NO		M		12		Develop Trial Management Strategy		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.09		Medical Monitoring Plan				To describe how medical surveillance of trial subjects will be assured during the trial.  Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Core		5.16				009		X		NO		X		NO		M		12		Develop Trial Management Strategy		X

		01		Trial Management		01.01		Trial Oversight		01.01.10		Publication Policy				To describe the policy for publishing the trial results if publication policy is not captured within the protocol.		Recommended		6.15				010		X		NO		X		NO		R		12		Develop Trial Management Strategy		X

		01		Trial Management		01.01		Trial Oversight		01.01.11		Debarment Statement		Restricted Party Lists		To certify verify whether the applicant, or any of its principals, is currently debarred, suspended, proposed for debarment, or declared ineligible to receive federal awards; whether within the past three years the applicant, or any of its principals, has been convicted of or had a civil judgment rendered against it for, or been indicted for, commission of fraud or certain criminal offenses; and whether the applicant has had any federal award terminated for cause or default in the past three years. Often part of the site qualification process, however, can account for situations which might arise during the course of the study, especially relevant for long-term trials.		Recommended				Debarment Certification		011		X		NO		X		NO		R		16		Set up site(s)		X				X

		01		Trial Management		01.01		Trial Oversight		01.01.12		Trial Status Report				Routine trial status progress report generated by the sponsor or 3rd Party and distributed to trial stakeholders.		Recommended		5.18.4 (g)				012		X		NO		X		NO		R		21		Manage Project / Report on Progress		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.13		Investigator Newsletter				To inform investigative staff of  common implementation issues and of the progress of the trial.		Recommended						013		X		XG		X		XG		R		21		Manage Project / Report on Progress		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.14		Audit Certificate				To document Documentation to confirm that an audit was performed. (Does not contain the audit report.) 		Core		8.4.4				014		X		NO		X		NO		D		27		Conduct Audit(s)		X		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.15		Filenote Master List		Note to File Master List		To provide a consolidated list/index of file notes generated during the trial. 		Recommended						015		X		NO		X		NO		R		21		Manage Project / Report on Progress		X		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.16		Risk Management Plan		Risk Assessment		A document identifying To describe the potential hazards associated with the trial, including an assessment of the likelihood of those hazards occurring and resulting in harm.  The Risk Management Plan is intended to include the risks to participant safety in relation to the IMP and all other risks related to the design and methods of the trial, including risks to participant safety and rights, as well as reliability of results.  Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Recommended				Risk Management Plan		236		X		NO		X		NO		R		12		Develop Trial Management Strategy		X

		01		Trial Management		01.01		Trial Oversight		01.01.17		Vendor Management Plan				To document describe the overall management strategy for vendors used to conduct trial-related activities. May include assignment of responsibilities for vendor oversight, performance indicators, monitoring activities and schedules, issue escalation and resolution process, technology and documentation transfer, and business continuity plan.  Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Recommended						237		X		NO		X		NO		R		8		Secure Resources / Vendors		X

		01		Trial Management		01.01		Trial Oversight		01.01.18		Roles and Responsibility Matrix		Task Ownership Matrix
RACI		To identify range and distribution of tasks and responsibilities; may define internal assignment and all external parties; covers GCP as well as business process; often part of the Contractual Agreement (09.02.03)		Core (if applicable)		5.2.2
5.7				181		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.19		Transfer of Regulatory Obligations 		Transfer of Obligations
Transfer of Regulatory Obligation
Technical Agreement		To specify the transfer of regulatory obligations from Sponsor to  each Affiliate/CRO/Vendor and may include other agreements. A sponsor may transfer responsibility for any or all of the obligations set forth in this part to another entity. Any such transfer shall be described in writing. If not all obligations are transferred, the writing is required to describe each of the obligations being assumed by the alternate entity. If all obligations are transferred, a general statement that all obligations have been transferred is acceptable. 		Core (if applicable)		5.2.2
5.7						X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		01		Trial Management		01.01		Trial Oversight		01.01.20		Operational Oversight				Documentation to show evidence of sponsor oversight of study, as well as any key decisions taken and the supporting rationale. Records demonstrating oversight of a specific third party should be filed in the appropriate artifacts in Zone 09.
		Core (if applicable)								X		NO		X		NO		R		8		Secure Resources / Vendors		X

		01		Trial Management		01.02		Trial Team		01.02.01		Trial Team Details		Trial Team Roles and Responsibilities
Trial Team Members List
Team Structure
Team Roster
Trial Team Log		To define trial roles, contact details and structure of the trial team - both sponsor and third parties; optionally this may include full and initials-only signature of all team members, role-to-role transition documents, organogram and/or team joining/leaving dates.		Core		2.8
5.7				016		X		NO		X		NO		M		7		Secure Resources / People		X		X

		01		Trial Management		01.02		Trial Team		01.02.02		Trial Team Curriculum Vitae				To document qualifications and eligibility of sponsor Trial Team Members, including sponsor and 3rd Party. May be indication of where these are filed Documentation for third party trial team members should be filed in Zone 09.		Core		2.8				017		X		NO		X		NO		M		7		Secure Resources / People		X		X

		01		Trial Management		01.03		Trial Committee		01.03.01		Committee Process		Data Safety Monitoring Board (DSMB) Charter		To describe the purpose and mode of operation/manner of working of the Independent Trial Committee, which may be established by the sponsor to assess at intervals the progress of a clinical trial, the safety data and the critical efficacy endpoints and to recommend to the sponsor whether to continue, modify or stop a trial. To describe in advance the decision-making process of the Committee that will evaluate key trial events (e.g. endpoints). 
		Core (if applicable)		5.5.2		Data Monitoring Committee		018		X		NO-CS (if applicable)		X		NO-CS (if applicable)		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Trial Committee		01.03.02		Committee Member List		Data Safety Monitoring Board Member List		To document the current composition of the Trial Committee. Can be part of the Charter.
		Core (if applicable)		5.5.2		Data Monitoring Committee		019		X		NO-CS (if applicable)		X		NO-CS (if applicable)		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Trial Committee		01.03.03		Committee Output		Data Safety Monitoring Board Correspondence
IDMC Data Package		To document any agreements or significant decisions regarding trial conduct, protocol violations, adverse event reporting, to include minutes, reports, notifications, recommendations from the Trial Committee. Can be applicable to interim and final analyses. 
		Core (if applicable)		1.25
5.5.2		Data Monitoring Committee		020		X		NO		X		NO		D		31		Manage Subject Risk / Resolve Trial Issues		X

		01		Trial Management		01.03		Trial Committee		01.03.04		Committee Member Curriculum Vitae				To document qualifications and eligibility of the Committee Member  to provide assessments at intervals the progress of a clinical trial, the safety data and the critical efficacy endpoints and to recommend to the sponsor whether to continue, modify or stop a trial.To include updates.
		Core (if applicable)		5.5.2		Data Monitoring Committee		2.E+02		X		NO-CS (if applicable)		X		NO-CS (if applicable)		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Trial Committee		01.03.05		Committee Member Financial Disclosure Form				To certify that no financial arrangements with a Committee Member  have been made where study outcome could affect compensation; that the Committee Member has no proprietary interest in the tested product; that the iCommittee Member does not have a significant equity interest in the sponsor of the covered study; and that the Committee Member has not received significant payments of other sorts; and/or disclosure of specified financial arrangements and any steps taken to minimize the potential for bias.
		Core (if applicable)		5.5.2		Data Monitoring Committee		3.E+02		X		NO-CS (if applicable)		X		NO-CS (if applicable)		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Trial Committee		01.03.06		Committee Member Contract				To document agreement of trial requirements between sponsor or 3rd Party and Committee Member.
		Core (if applicable)		5.5.2		Data Monitoring Committee		3.E+02		X		NO-CS (if applicable)		X		NO-CS (if applicable)		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Trial Committee		01.03.07		Committee Member Confidentiality Disclosure Agreement				A document between the sponsor and the Committee Member that defines the terms and basic criteria to assure that the party (or parties) receiving confidential information will maintain confidentiality and will not use that information for any purpose other than that described in the Agreement. 
		Core (if applicable)		5.5.2		Data Monitoring Committee		3.E+02		X		NO-CS (if applicable)		X		NO-CS (if applicable)		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Data Adjudication		01.03.04		Adjudication Committee Document		End Point Committee Document		To describe in advance the decision-making process of the Committee that will evaluate key trial events (e.g. endpoints).		Core (if applicable)		5.5.2				021		X		NO-CS (if applicable)		X		NO-CS (if applicable)		D		10		Secure Resources / Committees		X

		01		Trial Management		01.03		Data Adjudication		01.03.05		Other Trial Committee Document				To document any agreements or significant discussions regarding trial administration, protocol violations, trial conduct, adverse event reporting from committees other than IDMC. To include charter, member list and correspondence.		Core (if applicable)						022		X		NO		X		NO		D		31		Manage Subject Risk / Resolve Trial Issues		X		X

		01		Trial Management		01.03		Data Adjudication		01.03.06		Dose Escalation				To document all correspondence and decisions regarding dose escalation, including approvals to move to the next dosing level. Often a committee		Core (if applicable)						023		X		NO		X		NO		M		31		Manage Subject Risk / Resolve Trial Issues		X

		01		Trial Management		01.03		Data Adjudication		01.03.07		Device Review Committee 				Committee which may be established by the sponsor to assess at intervals the functioning of device or review of specified features in relationship to study objectives or safety and efficacy of device.		Core (if applicable)						238		NO		NO		X		NO		R		10		Secure Resources / Committees		X

		01		Trial Management		01.04		Meetings		01.04.01		Kick-off Meeting Material		Boot-up Meeting Material		Agenda, presentation materials and other documentation made available for attendees of the trial kick-off meeting, including attendance sheets. Does not include Investigator Meeting content.		Core						024		X		NO		X		NO		D		21		Manage Project / Report on Progress		X		X

		01		Trial Management		01.04		Meetings		01.04.02		Trial Team Training Material		Project Team Training Material		Trial-relevant training materials, including use of specialized systems, to provide evidence that trial team have appropriate qualifications and experience to conduct the trial, includes evidence of training (attendance sheets) and		Core 		5.4.1				025		X		NO		X		NO		M		26		Manage Project / Manage People		X		X

		01		Trial Management		01.04		Meetings		01.04.03		Investigators Meeting Material				Agenda, presentation materials and other documentation made available for attendees of the investigator meeting(s). Includes meeting minutes or questions and answers (Q&A), attendance sheets and any pre-meeting material.		Core (if applicable)		4.1.2
4.2.4				026		X		XG  (if applicable)		X		XG  (if applicable)		D		21		Manage Project / Report on Progress		X		X

		01		Trial Management		01.04		Meetings		01.04.04		Trial Team Evidence of Training		Trial Team Member Training Documentation		To document completion of trial team training, including certification or evidence of training (attendance sheets) . Includes EDC training.								253

		01		Trial Management		01.05		General		01.05.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes. Correspondence refering to general topics and/or topics across multiple zones may be filed with this zone		Core		8.3.11				027		X		NO		X		NO		M		21 / Per content		Manage Project / Report on Progress / Per content		X		X

		01		Trial Management		01.05		General		01.05.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.  		Recommended						028		X		NO		X		NO		R		Per content				X		X		X

		01		Trial Management		01.05		General		01.05.03		Other Meeting Material				Agenda, presentation materials and other documentation generated during any other internal or external zone-related meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Core (if applicable)						029		X		NO		X		NO		D		Per content				X		X

		01		Trial Management		01.05		General		01.05.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone. Filenotes referencing general topics and/or topics across multiple zones may be files within this zone.		Core (if applicable)						030		X		NO		X		NO		D		Per content				X		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation  Trial Documents		02.01.01		Investigator's Brochure or Investigational Product Information		IB		To provide relevant and current clinical and non-clinical data on the investigational product(s) that is related to the study of the product(s) in human subjects.  May also include other trial drug information brochures or leaflets provided in addition or as an alternative to the IB for approved marketed drug products used per protocol design in clinical post-marketing studies,  or as comparators / supplements related to the clinical trial of investigational products in subjects.		Core (if applicable)		7.1
8.2.1
8.3.1		1.14.4.1 Investigational brochure		031		X		XG		X		XG		M		2		Develop Study Design / Study Conduct		X		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation  Trial Documents		02.01.02		Protocol 		Clinical Investigation Plan (Devices)		To describe the objective(s), design, methodology, statistical considerations, and organization of a trial.  Usually also gives the background and rationale for the trial, but these could also be provided in other protocol referenced documents. Includes Special Protocols. 		Core		1.4.4
8.2.2		Full Protocol
		032		X		XG		X		XG		M		2		Develop Study Design / Study Conduct		X		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation  Trial Documents		02.01.03		Protocol Synopsis		Protocol Summary
Protocol Profile		A summary of the pertinent points of the protocol.  A local language version may be translated from core (English) or produced in the country if required by local Regulatory Authorities or IRB/IEC		Core (if applicable)				Synopsis		033		X		NO-CS (if applicable)		X		NO-CS (if applicable)		M		4		Develop Study Design / Document Development		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation  Trial Documents		02.01.04		Protocol Amendment		Summary of Changes 		To describe description of change(s) to or formal clarification of a protocol.  Includes justification for a non-substantial amendment, such as administrative changes. Includes Special Protocol Amendments.		Core (if applicable)		1.4.5
8.3.2		Protocol Amendment		034		X		XG or XS  (if applicable)		X		XG or XS  (if applicable)		M		4		Develop Study Design / Document Development		X		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation  Trial Documents		02.01.05		Financial Disclosure Summary				Summary documentation of compliance with financial disclosure reporting requirements, per company and/or local government policies.  May include summaries, lists, other reports.  Not specifically intended for program level records such as Forms FDA 3455 or 3454.		Recommended						035		X		NO		X		NO		D		7		Secure Resources / People		X		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation  Trial Documents		02.01.06		Insurance				To document that compensation to subject(s) for trial-related injury will be available may include policy and certificates, terms and conditions. Certificate is core, policy is recommended		Core (if applicable)		8.2.5				036		X		XG  (if applicable)		X		XG  (if applicable)		M		16		Set up site(s)		X		X

		02		Central Trial Documents		02.01		Product and Trial Documentation  Trial Documents		02.01.07		Sample Case Report Form 		CRF or eCRF		Blank forms / templates in paper form or e-Format to capture the data points of the protocol. 		Core		8.2.2
8.3.2		Sample CRF (CSR Component)		037		X		XG		X		XG		M		4		Develop Study Design / Document Development		X

		02		Central Trial Documents		02.01		Product and Trial Documentation  Trial Documents		02.01.10		Report of Prior Investigations				To include reports of all prior clinical, animal, and laboratory testing of the device and shall be comprehensive and adequate to justify the proposed investigation. Can be in addition or instead of an Investigator Brochure for device trials		Core (if applicable)		21 CFR 812.27				239		NO		NO		X		XG		M		2		Develop Study Design / Study Conduct		X		X

		02		Central Trial Documents		2.01		Product and Trial Documentation  Trial Documents		02.01.11		Marketed Product Material				Printed materials available in the legal pharmacologic description of a drug, subject to detailed regulatory specifications, including approved chemical and proprietary names, description and classification, clinical pharmacology, approved indications and usage, contraindications, warnings, precautions, adverse reactions, drug abuse and dependence information, overdosage discussion, dosage and administration, formulations, and appropriate references;		Core		7.1
8.2.1
8.3.1						X		XG		X		XG		M		2		Develop Study Design / Study Conduct		X		X		X

		02		Central Trial Documents		02.02		Subject Documents Documentation		02.02.01		Subject Diary				To document subject data captured by the subject and external to the CRF away from the site (blank forms / templates).		Core (if applicable)						038		X		XG  (if applicable)		X		XG  (if applicable)		D		4		Develop Study Design / Document Development		X		X

		02		Central Trial Documents		02.02		Subject Documents Documentation		02.02.02		Subject Questionnaire				To capture specific subject related information through a series of questions (blank forms / templates)		Core (if applicable)						039		X		XG  (if applicable)		X		XG  (if applicable)		D		3		Develop Study Design / Capture Subject Data		X		X

		02		Central Trial Documents		02.02		Subject Documents Documentation		02.02.03		Informed Consent Form				To document that subjects have been given the appropriate written information (content and wording) has been given to subjects regarding the trial to support their ability to give fully informed consent and to document their consent in to trial participation in writing. If applicable, must also include the child assent form (blank model / template). Please note that core template is Trial level, the country template is country level, and the site template is at the site level		Core		8.2.3
8.3.2
8.3.12		Informed Consent (component of the CSR)		040		X		XG or XS		X		XG or XS		M		17		Recruit Subjects & Obtain Consent		X		X		X

		02		Central Trial Documents		02.02		Subject Documents Documentation		02.02.04		Subject Information Sheet				The appropriate written information (content and wording) provided to the subject regarding the trial. To document information provided to subjects to support their decision about whether or not to participate in the trial.		Core		8.2.3
8.3.2				041		X		XG or XS		X		XG or XS		D		4		Develop Study Design / Document Development		X		X		X

		02		Central Trial Documents		02.02		Subject Documents Documentation		02.02.05		Subject Participation Card				To be provided to the subject to carry to document trial participation (blank template).		Core (if applicable)		8.2.3
8.3.2				042		X		XG  (if applicable)		X		XG  (if applicable)		D		4		Develop Study Design / Document Development		X		X

		02		Central Trial Documents		02.02		Subject Documents Documentation		02.02.06		Advertisements for Subject Recruitment				To document recruitment materials used to locate  subjects for participation in a clinical trial Materials used in clinical trial recruitment campaigns; approved by the IRB/IEC to ensure recruitment measures are appropriate and not coercive.		Core (if applicable)		8.2.3
8.3.2				043		X		XG or XS  (if applicable)		X		XG or XS  (if applicable)		D		4		Develop Study Design / Document Development		X		X		X

		02		Central Trial Documents		02.02		Subject Documents Documentation		02.02.07		Other Written Information Given to Subjects				To be Materials provided to the subject to further assist with understanding the trial requirements or concepts; may include memory aids or retention materials.		Core (if applicable)		8.2.3
8.3.2				044		X		XG  (if applicable)		X		XG  (if applicable)		D		17		Recruit Subjects & Obtain Consent		X		X		X

		02		Central Trial Documents		02.03		Reports		02.03.01		Clinical Study Report		Integrated Clinical and Statistical Report
Abbreviated Clinical Study Report
CSR
FDA3654 (devices)		To describe final or interim results and interpretation of trial of any therapeutic, prophylactic, or diagnostic agent conducted in human subjects, in which all Clinical Study Report components are included, such as the clinical and statistical description, analyses, data listings, CRFs and summaries. presentations, and analyses are fully integrated into a single report; contains data listings and summaries.		Core 		1.13
8.4.8		Clinical Study Report ( components: Legacy CSR
Report Body)		045		X		XG		X		XG		M		40		Report Data / Write Reports		X

		02		Central Trial Documents		02.03		Reports		02.03.02		Clinical Study Report Synopsis				A short summary of the study results taken from the full Clinical Study Report, primarily prepared for submission to regulatory bodies and/or IEC/IRBs.		Core (if applicable)						046		X		XG  (if applicable)		X		XG  (if applicable)		M		38		Report Data / Notify Bodies		X

		02		Central Trial Documents		02.03		Reports		02.03.03		Pharmacokinetics Bioanalytical Report 		PK Report		To present & summarize the relevant top line findings of the pharmacokinetic (PK) bioanalytical aspects of the interim or final analysis and may include PK analysis or reports.		Recommended				type of Clinical Study Report		047		X		NO		NO		NO		R		37		Analyse Data / Final Data Analysis		X

		02		Central Trial Documents		02.04		General		02.04.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Core		8.3.11				048		X		NO		X		NO		D		Per content				X		X		X

		02		Central Trial Documents		02.04		General		02.04.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.  Includes Investigator Brochure Log		Recommended						049		X		NO		X		NO		R		Per content				X		X

		02		Central Trial Documents		02.04		General		02.04.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Core (if applicable)						050		X		NO		X		NO		D		21		Manage Project / Report on Progress		X		X

		02		Central Trial Documents		02.04		General		02.04.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone.		Core (if applicable)						051		X		NO		X		NO		D		Per content				X		X		X

		03		Regulatory		03.01		Trial Approval		03.01.01		Regulatory Submission				A set of documents, along with required associated regulatory forms and correspondence, submitted to one or more regulatory agencies requesting approval to conduct the trial or for the purpose of notification, or requesting approval of changes to the trial documents or of any trial events that could adversely affect the safety of subjects, impact the conduct of the trial or alter the regulatory authority's approval/favorable opinion to continue the trial. Example Investigational New Drug Application (IND), Clinical Trial Application (CTA), Investigational Medicinal Product Dossier (IMPD), Investigational Device Exemption (IDE)

The submitted documents such as Investigator Brochure, Informed Consent Forms, etc. may or may not be filed as a complete Dossier within this Artifact, this is dependant on SOPs within your Organization.		Recommended						052		X		NO		X		NO		R		13		Secure Ethical Approvals				X		X

		03		Regulatory		03.01		Trial Approval		03.01.02		Regulatory Approval Notification				A documented notification received from a regulatory authority stating that the Submission has been received and approved. Includes conditional approval notifications.		Core (if applicable)		8.2.9
8.3.4		Letter of Authorization		053		X		XG  (if applicable)		X		XG  (if applicable)		M		14		Secure Regulatory Approval				X

		03		Regulatory		03.01		Trial Approval		03.01.03		Notification of Regulatory Identification Number				Document identifying unique Identification (ID) number used to uniquely identify the trial or the trial level in that region, assigned by a regulatory agency – e.g. EU = EudraCT Number, FDA = IND Number, US Device = IDE Number.		Core						054		X		NO		X		NO		D		14		Secure Regulatory Approval				X

		03		Regulatory		03.01		Trial Approval		03.01.04		Public Registration 				Documentation related to registration of clinical trials in public registries such as ClinicalTrials.gov and to submission of results periodically during the study and at study completion.  		Core (if applicable)						055		X		NO		X		NO		D		11		Notify Regulatory Agency of Trial		X		X

		03		Regulatory		03.02		Investigational Medicinal Product		03.02.01		Import or Export License Application				An application made to one or more regulatory agencies requesting a license to import or export the investigational product and clinical supplies.		Core (if applicable)						056		X		NO		X		NO		D		13		Secure Ethical Approvals				X

		03		Regulatory		03.02		Investigational Medicinal Product		03.02.02		Import or Export License 				A document issued by a national government authorizing the importation or exportation of certain goods into its territory.		Core (if applicable)						057		X		XG  (if applicable)		X		XG  (if applicable)		D		6		Secure Resources / Supplies				X

		03		Regulatory		03.03		Trial Status Reporting		03.03.01		Notification to Regulatory Authority of Safety or Trial Information		Safety Report		Notification to Regulatory Authorities of any trial events that could adversely affect the safety of subjects, impact the conduct of the trial or alter the regulatory authority's approval/favorable opinion to continue the trial. Notifications may include but are not limited to Quarterly line listings, suspected unexpected serious adverse reactions (SUSARs), Unexpected Serious Adverse Device Events (USADE), Council for International Organizations of Medical Sciences (CIOMS), xEVMPD, MedWatch, Analysis of Similar Events, Serious Breaches, cover letters and/or country-specific reporting forms.		Core		8.3.17				058		X		NO-CS		X		NO-CS		M		28		Manage Subject Risk / Report Safety Issue(s)				X

		03		Regulatory		03.03		Trial Status Reporting		03.03.02		Regulatory Progress Report				
Reports concerning trial conduct, progress, and status that are required to be periodically submitted to relevant regulatory authorities. This artifact is not intended to include safety reports required by regulatory authorities (these are covered under artifact 03.03.01).		Core						059		X		NO-CS		X		NO-CS		M		39		Report Data / Provide Trial Updates				X

		03		Regulatory		03.03		Trial Status Reporting		03.03.03		Regulatory Notification of Trial Termination				Document detailing the termination of a trial – whether upon completion or premature termination.		Core (if applicable)		4.12, 5.21		Notification of Discontinuation of Clinical Trial; End of Trial Notification		060		X		NO		X		NO		M		32		Close Site(s) / Notify Bodies				X

		03		Regulatory		03.04		General		03.04.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Core		8.3.11				061		X		NO		X		NO		D		Per content				X		X

		03		Regulatory		03.04		General		03.04.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.  		Recommended						062		X		NO		X		NO		D		Per content				X		X		X

		03		Regulatory		03.04		General		03.04.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Core (if applicable)						063		X		NO		X		NO		D		14		Secure Regulatory Approval		X		X

		03		Regulatory		03.04		General		03.04.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone.		Core (if applicable)						064		X		NO		X		NO		D		13		Secure Ethical Approvals		X		X

		04		IRB or IEC and other Approvals		04.01		IRB or IEC Trial Approval		04.01.01		IRB or IEC Submission				A set of Documents describing the trial or changes/updates to the trial submitted to an IRB/IEC for approval, including recruitment and education materials, and responses to questions from IRB/IEC to support a submission. Intended to include a list of attachments or table of contents of submission dossier/package. The submitted study documents such as Investigator Brochure, Informed Consent Forms, etc. may or may not be filed as a complete dossier within this artifact.  		Core		8.2.7
8.3.3				065		X		XG or XS		X		XG or XS		M		13		Secure Ethical Approvals				X		X

		04		IRB or IEC and other Approvals		04.01		IRB or IEC Trial Approval		04.01.02		IRB or IEC Approval		IRB or IEC Continuing Review of Trial		Documentation received from IRB/IEC sometimes in response to submission indicating approval/acknowledgement of trial and any specifications or modifications.  Includes waiver of IRB requirements, conditional approvals, questions received to support or clarify an approval, and continuing review of trial. Records referenced by the approval (such as a Protocol that has been approved) should be filed elsewhere in the TMF, as appropriate, as long as there is identification of the approved record within the IRB/IEC letter or acknowledgement.		Core		8.2.7
8.3.3				066		X		XG or XS		X		XG or XS		M		13		Secure Ethical Approvals				X		X

		04		IRB or IEC and other Approvals		04.01		IRB or IEC Trial Approval		04.01.03		IRB or IEC Composition		Reviewer Participant List
Membership List		Documentation that the IRB/IEC consists of a reasonable number of members, who collectively have the qualifications and experience to review and evaluate the science, medical aspects, and ethics of the proposed trial. 		Core		8.2.8				067		X		XG or XS		X		XG or XS		M		13		Secure Ethical Approvals				X		X

		04		IRB or IEC and other Approvals		04.01		IRB or IEC Trial Approval		04.01.04		IRB or IEC Documentation of Non-Voting Status				Documentation verifying non-voting members of the IRB/IEC if the investigator or sub-investigator is on the IRB/IEC.		Core (if applicable)		3.2.1				068		X		XG or XS  (if applicable)		X		XG or XS  (if applicable)		M		13		Secure Ethical Approvals				X		X

		04		IRB or IEC and other Approvals		04.01		IRB or IEC Trial Approval		04.01.05		IRB/IEC GCP Compliance Statement

IRB or IEC Compliance Documentation		IRB or IEC GCP Compliance Statement
Attestation Form		Documentation that the IRB/IEC is performing its function according to written operating procedures and is in compliance with GCP and applicable regulatory requirements.  

Examples to be addedd:

Documentation of Federalwide Assurance (FWA) - an institution’s written assurance that it will comply with the requirements set forth in the regulations for the protection of human subjects under 45 CFR Part 46.

IRB Registration		Core (if applicable)		3.2.2
3.4				069		X		XG or XS  (if applicable)		X		XG or XS  (if applicable)		M		15		Secure Other Approvals				X		X

		04		IRB or IEC and other Approvals		04.02		Other Committees		04.02.01		Other Submissions				A set of documents describing the trial or changes/updates to the trial submitted to a committee other than the IRB/IEC for approval. Examples of such committees include Scientific, Institutional, Financial, Data Protection, Biobank, Veterans Affairs, Radiation. To include: Submissions and Correspondence 

The submitted study documents such as Investigator Brochure, Informed Consent Forms, etc. may or may not be filed as a complete dossier within this artifact.		Recommended						070		X		XG or XS		X		XG or XS		R		15		Secure Other Approvals		X		X		X

		04		IRB or IEC and other Approvals		04.02		Other Committees		04.02.02		Other Approvals				Approval documentation received from the Approval a committee other than the IRB/IEC in response to submission indicating approval/acknowledgement of trial specifications or modifications. Examples of such committees include Scientific, Institutional, Financial, Data Protection, Biobank, Veterans Affairs, Radiation. To include: Submissions and Correspondence

Records referenced by the approval (such as a Protocol that has been approved) should be filed elsewhere in the TMF, as appropriate, as long as there is identification of the approved record within the committee letter or acknowledgement.

		Core (if applicable)						071		X		XG or XS  (if applicable)		X		XG or XS  (if applicable)		D		15		Secure Other Approvals		X		X		X

		04		IRB or IEC and other Approvals		04.03		Trial Status Reporting		04.03.01		Notification to IRB or IEC of Safety Information				To assure the IRB/IEC are promptly notified of all findings (new, important information on serious adverse events and or safety concerns) that could adversely affect the safety of subjects, impact the conduct of the trial or alter the IRB/IEC's  approval/favorable opinion to continue the trial.   Notifications/Communication may include but are not limited to Quarterly  periodic safety line listings, USADEs, SUSARs, CIOMS, MedWatch, Analysis of Similar Events, cover letters and/or IRB/IEC-specific reporting forms. The records referenced in these notifications may be filed as appropriate in Zone 07.		Core		8.3.17
4.3.1
4.4.3
4.10.2				072		X		XG or XS		X		XG or XS		M		28		Manage Subject Risk / Report Safety Issue(s)				X		X

		04		IRB or IEC and other Approvals		04.03		Trial Status Reporting		04.03.02		IRB or IEC Progress Report				Regular reports concerning trial conduct, other than safety reports, issued to the IRB/IEC by the sponsor/3rd Party and/or investigator e.g.Protocol Deviation Reports, Interim Reports or Annual Reports.  .		Core		8.3.19
3.1.4
3.3.8, 
4.4.4.
3.5.2  
4.5.3 
4.10.1
4.10.2
8.4.7				073		X		XG or XS		X		XG or XS		M		39		Report Data / Provide Trial Updates				X		X

		04		IRB or IEC and other Approvals		04.03		Trial Status Reporting		04.03.03		IRB or IEC Notification of Trial Termination				Document detailing the termination of a trial – whether upon completion or premature termination.		Core		4.13
4.12
5.21				074		X		XG or XS		X		XG or XS		M		32		Close Site(s) / Notify Bodies				X		X

		04		IRB or IEC and other Approvals		04.04		General		04.04.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Core		8.3.11				075		X		XG or XS		X		XG or XS		M		Per content				X		X		X

		04		IRB or IEC and other Approvals		04.04		General		04.04.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.  		Recommended						076		X		NO		X		NO		R		21		Manage Project / Report on Progress		X		X		X

		04		IRB or IEC and other Approvals		04.04		General		04.04.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Core (if applicable)						077		X		NO		X		NO		D		13		Secure Ethical Approvals		X		X		X

		04		IRB or IEC and other Approvals		04.04		General		04.04.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone.		Core (if applicable)						078		X		NO		X		NO		D		Per content				X		X		X

		05		Site Management		05.01		Site Selection		05.01.01		Site Contact Details				To document contact information for primary points of contact at the site (e.g. Principal Investigator, Institution Name, Trial Coordinator, Contracts Person, etc).		Recommended						079		X		XS		X		XS		R		7		Secure Resources / People						X

		05		Site Management		05.01		Site Selection		05.01.02		Confidentiality Agreement		Secrecy Agreement		A document between the sponsor and an outside party (Investigator or Institution) that defines the terms and basic criteria to assure that the party (or parties) receiving confidential information will maintain confidentiality and will not use that information for any purpose other than that described in the Agreement. May also be present in the Clinical Trial Agreement		Core		1.16				080		X		XS		X		XS		D		7		Secure Resources / People						X

		05		Site Management		05.01		Site Selection		05.01.03		Feasibility Documentation		Site Selection Documentation		To document site feasibility for the given protocol.		Recommended						081		X		X		X		X		D		5		Develop Study Design / Feasibility & Site Evaluation		X		X		X

		05		Site Management		05.01		Site Selection		05.01.04		Pre Trial Monitoring Report		Pre-Study Visit Report
Site Evaluation Visit Report		To document onsite visit to determine qualification of site to participate in the trial. For example may include the following documentation EDC qualification, Confirmation Letters / Emails, site profile form.		Core		8.2.19				082		X		NO		X		NO		D		16		Set up site(s)						X

		05		Site Management		05.01		Site Selection		05.01.05		Sites Evaluated but not Selected		Investigators not used		Documentation related to sites evaluated but not selected for the trial.		Recommended						083		X		NO		X		NO		D		7		Secure Resources / People		X		X

		05		Site Management		05.02		Site Set-up 		05.02.01		Acceptance of Investigator Brochure		IB Receipt Confirmation
IB Acknowledgement of Receipt
Acknowledgement of receipt of report of prior investigations		To document that IB was sent and received.
To document that relevant and current scientific information about the investigational product has been provided to the investigator.		Recommended		8.2.1
8.3.1				084		X		XS		X		XS		R		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.02		Protocol Signature Page				To document investigator and sponsor agreement to the protocol.		Core		8.2.2		Signature Page 		085		X		XS		X		XS		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.03		Protocol Amendment Signature Page		Clinical Investigation Plan Signature Page		To document investigator and sponsor agreement to the protocol amendment.		Core (if applicable)		8.2.2		Signature Page 		086		X		XS  (if applicable)		X		XS  (if applicable)		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.04		Principal Investigator Curriculum Vitae				To document qualifications and eligibility of the Principal Investigator to conduct trial and/or provide medical supervision of subjects. Includes updates, one-page CVs and biographical sketches.		Core		8.2.10
8.3.5		Investigator CVs (component of CSR)		087		X		XS		X		XS		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.05		Sub-Investigator Curriculum Vitae				To document qualifications and eligibility of any sub-Investigators to conduct trial and/or provide medical supervision of subjects. Sub-Investigators include any individual member of the clinical trial team designated and supervised by the investigator at a trial site to perform critical trial-related procedures and/or to make important trial-related decisions (e.g., associates, residents, research fellows). Includes updates, one-page CVs and biographical sketches.		Core (if applicable)		8.2.10
8.3.5		Investigator CVs (component of CSR)		088		X		XS  (if applicable)		X		XS  (if applicable)		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.06		Other Curriculum Vitae				To document qualifications and eligibility of site personnel other than the Principal Investigator or Sub-Investigators to conduct trial and/or provide medical supervision of subjects.		Core (if applicable)		8.2.10				089		X		XS  (if applicable)		X		XS  (if applicable)		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.07		Site and Staff Qualification Supporting Information		Evidence of Investigator qualification		To document site / site staff qualifications not previously outlined on CVs.  May include list of previous studies, publications, training certificates for specific examinations, ICH-GCP training, site GCP or trial licensure, medical licenses etc. 		Recommended						090		X		XS		X		XS		R		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.08		Form FDA 1572		Statement of Investigator 		For IND trial, 1572 must be completed globally for FDA submission.  		Core (if applicable)		8.2.6				091		X		XS  (if applicable)		NO		NO		M (US)		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.09		Investigator Regulatory Agreement				A regulatory statement from the investigator required by certain health authorities e.g. includes but is not limited to ‘Qualified Investigator Undertaking’ form and ‘Clinical Trial Site Information’ form required by Health Canada.		Core (if applicable)		8.2.6				092		X		XS  (if applicable)		X		XS  (if applicable)		M (non-US)		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.10		Financial Disclosure Form				To document financial disclosures, certification documentation and conflict of interests,which includes but not limited to completed disclosure forms of financial interests and arrangements of clinical investigators (eg. FDA Form 3455/3454,  NIH COI , clinical investigator financial certification(Canada))		Core (if applicable)		8.2.4		Financial Disclosure Information		093		X		XS  (if applicable)		X		XS  (if applicable)		M (US)		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.11		Data Privacy Agreement		Personal Data Consent		To document agreement between Sponsor and Site Staff (EU)(e.g., national or regional data privacy requirements); often contained in Clinical Trial Agreement 		Recommended						094		X		XS		X		XS		R		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.12		Clinical Trial Agreement		
Clinical Study Agreement,
Investigator Financial Agreement
Investigator Contract		To document agreement of trial requirements between sponsor or 3rd Party and site/ PI. Includes indemnity unless separate document created. 		Core		8.2.4
8.2.6				095		X		XS		X		XS		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.13		Indemnity				To provide legal protection as required by country regulations, in the event of an unforeseen adverse circumstance arising during the course of a clinical trial. May be in Clinical Trial Agreement		Core (if applicable)		8.2.4
8.2.6				096		X		XS  (if applicable)		X		XS  (if applicable)		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.14		Other Financial Agreement				To document agreement of trial requirements between other parties involved in the conduct of the trial. Includes indemnity unless separate document created. e.g. Pharmacy agreement, other department agreement, institutional agreement.		Core (if applicable)		8.2.4
8.2.6				097		X		XS  (if applicable)		X		XS  (if applicable)		D		6		Secure Resources / Supplies						X

		05		Site Management		05.02		Site Set-up 		05.02.15		Local Laboratory Certification or Accreditation		Qualifications
Confirmation for inter-laboratory standardization program		To document recognition and approval by an authorized accrediting body applying known acceptable standards, that the facility is competent to perform required test(s), and support reliability of results. May include Lab Director CV		Core (if applicable)		8.2.12
8.3.7				098		X		XS  (if applicable)		X		XS  (if applicable)		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.16		Local Laboratory Normal Ranges		Reference Ranges		To define acceptable limits (where 95% of the population that a laboratory serves will fall) for comparative interpretation that allow for medical decisions to be made;  may be included in User Manual.
May include the identification or description of the  analytical method used to obtain the normal ranges", e.g. colorimetric, turbidometric, kinetic at 37°C,  RIA, ELISA, etc.		Core (if applicable)		8.2.11
8.3.6 				099		X		XS  (if applicable)		X		XS  (if applicable)		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.17		IP Site Release Documentation		Drug Release Document
Authorization to Ship Clinical Trial Materials		To document approval for sites to receive drug supply / investigational product.		Recommended		5.14.2				100		X		NO		X		NO		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.18		Delegation of Authority
Site Responsibility Log		Site Signature Sheet		To document delegation by the Principal Investigator of trial specific tasks to site personnel conducting the trial.		Core		4.1.5
8.3.24		Site Signature Sheet		101		X		XS		X		XS		M		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.19		Investigators Agreement (Device)				Non-financial agreement between the sponsor and the investigator documenting the various responsibilities, as outlined in CFR Title 21 part 812 as well as ICH-E6 (if applicable), in which the investigator will comply.		Core		812.43c				240		NO		NO		X		XS  (if applicable)		D		16		Set up site(s)						X

		05		Site Management		05.02		Site Set-up 		05.02.20		Coordinating Investigator Documentation				Documentation to show the approval of a coordinating investigator for a specific region or group of investigators that is not already captured as another artifact for that investigator. Documentation related to a Country's National Coordinator when they are not participating as an Investigator in the Trial. 		Recommended								X		X		X		XS  (if applicable)		R				Set up site(s)				X

		05		Site Management		05.03		Site Initiation		05.03.01		Trial Initiation Monitoring Report		Site Initiation Visit Report		To document that trial procedures were reviewed with the investigator and the trial personnel and confirm the site meets requirements to begin trial participation. Trial initiation can be conducted via an Investigator Meeting, visit at the site, and/or other contact. May include confirmation letters/emails.		Core		8.2.20				102		X		XS		X		XS		D		19		Monitor Site(s)						X

		05		Site Management		05.03		Site Initiation		05.03.02		Site Training Material				Training materials used to train the sites. Materials may be related to Electronic Data Capture (EDC), Interactive Response Technology (IRT), Rater training.  (Also includes training done after site initiation)		Core (if applicable)		4.1.1				103		X		XG  (if applicable)		X		XG  (if applicable)		D		16		Set up site(s)		X		X		X

		05		Site Management		05.03		Site Initiation		05.03.03		Site Evidence of Training Documentation		Training completion documentation
Site Training Documentation		To document completion of site training by relevant site personnel. Documentation includes attendance and certification for training delivered which may include Electronic Data Capture (EDC), Interactive Response Technology (IRT), Rater training, etc.		Core (if applicable)		4.1.1				104		X		XS  (if applicable)		X		XS  (if applicable)		M		16		Set up site(s)		X		X		X

		05		Site Management		05.04		Site Management		05.04.01		Subject Log		Subject Screening Log 
Subject Enrolment Log		To anonymously list all subjects including screened, screen failures and enrolled  for the Sponsor. Not anonymous at the Investigator site		Core		8.3.20
8.3.22				105		X		XS		X		XS		M		17		Recruit Subjects & Obtain Consent						X

		05		Site Management		05.04		Site Management		05.04.02		Source Data Verification 				To document source data and  associated verification activity 		Recommended						106		X		NO		X		NO		D		20		Manage Project		X				X

		05		Site Management		05.04		Site Management		05.04.03		Monitoring Visit Report 				To document site visits monitoring trial conduct and compliance of the site, May include Confirmation Letters / Emails.		Core		8.3.10				107		X		NO		X		NO		D		19		Monitor Site(s)						X

		05		Site Management		05.04		Site Management		05.04.04		Visit Log				To document monitoring visit dates and attendees.		Core						108		X		XS		X		XS		D		19		Monitor Site(s)						X

		05		Site Management		05.04		Site Management		05.04.05		Additional Monitoring Activity				To document additional monitoring activity such as co-visits and Sponsor-specific monitoring activities		Core (if applicable)						109		X		NO		X		NO		D		19		Monitor Site(s)						X

		05		Site Management		05.04		Site Management		05.04.06		Protocol Deviations 		Protocol Deviation Report
Deviation Log		To document non-compliance/ deviations to the protocol. This may also be a consolidated list for a country, filed at the country level or a consolidated list for the study, filed at the study level.'		Core (if applicable)		3.3.8
5.18.4				110		X		XS  (if applicable)		X		XS  (if applicable)		M		19		Monitor Site(s)		X				X

		05		Site Management		05.04		Site Management		05.04.07		Financial Documentation				Includes all invoices, receipts, payment summaries relating to the trial		Recommended						111		X		XS		X		XS		R		24		Manage Project / Manage Budget						X

		05		Site Management		05.04		Site Management		05.04.08		Final Trial Close Out Monitoring Report		Trial Termination Visit Report
Close Out Visit report		To document trial activities are completed for site closure prior to trial completion. May include confirmation letters/emails.		Core		8.4.5				112		X		NO		X		NO		D		34		Close Site(s) / Close Site						X

		05		Site Management		05.04		Site Management		05.04.09		Notification to Investigators of Safety Information		Dear Doctor
Dear Health Care Provider Letter
Safety Letter
SUSAR Notification
USADE Notification		To assure investigators are promptly notified of all findings (new, important information on serious adverse events and or safety concerns) that could adversely affect the safety of subjects, impact the conduct of the trial or alter their IRB/IEC's approval/favorable opinion to continue the trial.   Notifications may include but are not limited to Safety line listings, SUSARs, CIOMS, MedWatch, Analysis of Similar Events, cover letters and/or country-specific reporting forms.   		Core (if applicable)		5.16.2
5.17
8.3.17-18 				113		X		XS  (if applicable)		X		XS  (if applicable)		D		28		Manage Subject Risk / Report Safety Issue(s)		X				X

		05		Site Management		05.04		Site Management		05.04.10		Subject Identification Log				To fully identify all subjects screened, screen failed and enrolled in the trial, with unique institution identifiers where relevant		Core		8.3.20
8.3.21
8.4.3
8.3.23
				234		NO		XS		NO		XS		M		17		Recruit Subjects & Obtain Consent						X

		05		Site Management		05.04		Site Management		05.04.11		Source Data 				To document and confirm source data information at the Investigator site (i.e. medical records containing history of subjects).		Core		8.3.13				235		NO		XS		NO		XS		M		18		Complete Subject Study Visit						X

		05		Site Management		05.04		Site Management		05.04.12		Monitoring Visit Follow-up Documentation		Monitoring Visit Follow-up Communications		To document site visit follow-up. Could be grouped with monitoring visit reports.		Core		8.3.11				241		X		XS		X		XS		D		19		Monitor Site(s)						X

		05		Site Management		05.04		Site Management		05.04.13		Subject Eligiblity Verification Forms and Worksheets				Eligibilty forms for qualfication of trial subjects, may include inclusion /exclusion criteria, lab reports, doctor notes, and other qualifying data usually used by (site) staff to ensure subjects are eligible, per protocol, for the study.		Recommended								X		X		X		X		R						X

		05		Site Management		05.05		General		05.05.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes. Should not include monitoring visit follow-up letter.		Core		8.3.11				114		X		XS		X		XS		D		Per content				X		X		X

		05		Site Management		05.05		General		05.05.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.  		Recommended						115		X		XS		X		XS		R		Per content				X		X		X

		05		Site Management		05.05		General		05.05.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Core (if applicable)						116		X		XS  (if applicable)		X		XS  (if applicable)		D		25		Manage Project / Oversee Vendor(s)		X		X		X

		05		Site Management		05.05		General		05.05.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone.		Core (if applicable)						117		X		XS  (if applicable)		X		XS  (if applicable)		D		19		Monitor Site(s)		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.01		IP Supply Plan		Trial Medication Plan
Clinical Trial Material Distribution Plan
IP Supply and Packaging Plan		To document written procedures which define describe the following as they pertain to the IP: 1) quantity and packaging of active, placebo, and/or if applicable, comparator or rescue supplies needed to fulfill the requirements of the trial protocol over the life of the trial, as well as blinding plan (if applicable) and 2) acceptable storage temperatures and conditions, storage times, reconstitution fluids and procedures, and devices for product infusion. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Recommended		2.13
5.13.3  5.14.1				118		X		NO		X		NO		D		22		Manage Project / Manage IMP		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.02		IP Instructions for Handling		Pharmacy Manual
Device User Manual          
IP Manual		To instruct on how the IP should be handled during transit and stored upon arrival at the distribution center, depot, and/or trial site.  The content should address expectations for adequate and safe receipt, handling, storage, dispensing, retrieval of unused product from subjects, and return of unused IP to the sponsor (or their delegate) If appropriate to the trial, includes preparation of the IP leading to administration and administration instructions.  		Core		5.13.2
5.14.3
8.2.14				119		X		XG		X		XG		D		22		Manage Project / Manage IMP		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.03		IP Sample Label				A sample of each IP label type (for every pack and every language) to be used in the trial; approval status must be clear; translation certificates are to be included.  All stages of label text development are included within this artifact.		Core  		5.13.1
8.2.13				120		X		NO-CS		X		NO-CS		D		4 22		Develop Study Design / Document Development Manage Project / Manage IMP		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.04		IP Shipment Documentation  				To detail inventories record details of the shipment approval process including approval , requests, dispatch, tracking, and receipts to/from a distribution center, depot, and/or trial site.  Examples include pro forma or commercial invoice, courier documentation, and packing/ inventory listing.  		Core		5.14.4
8.2.15
8.3.8				121		X		XS		X		XS		D		22		Manage Project / Manage IMP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.05		IP Accountability Documentation		Inventory Documentation		To document records of the dispensing allocation of IP to/from a distribution center, depot, trial site and/or site to subject and the reconciliation of IP prior to return to the sponsor.		Core		5.14.4
8.3.23
8.4.1				122		X		XS		X		XS		M     D		22		Manage Project / Manage IMP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.06		IP Transfer Documentation 				To document the transfer of IP between depots and sites (within or across protocols).  Examples include sponsor approval for transfer  and evidence of consultation with Qualified Person (QP). 		Core (if applicable)		5.14.4  5.14.3				123		X		XS  (if applicable)		X		XS  (if applicable)		   D		22		Manage Project / Manage IMP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.07		IP Re-labeling Documentation				To document the well described plan for the re-labeling process to occur at the distribution center,  depot and/or site and confirmation records that the re-labeling occurred.  		Core (if applicable)		5.14.4  5.14.3				124		X		XS  (if applicable)		X		XS  (if applicable)		D		22		Manage Project / Manage IMP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.08		IP Recall Documentation				To document the well described plan for the recall process for the IP to occur at a distribution center, depot and/or site; will include confirmation records that the recall occurred.   		Core (if applicable)		5.14.4  5.14.3				125		X		XS  (if applicable)		X		XS  (if applicable)		D		22		Manage Project / Manage IMP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.09		IP Quality Complaint Form		Device deficiency documentation , IP Product Technical Complaint Form		To document or record an product IP quality complaint. 		Core (if applicable)		5.14.4				126		X		XS  (if applicable)		X		XS  (if applicable)		D		22		Manage Project / Manage IMP		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.10		IP Return Documentation  				To detail inventories of  record details of returns to/from a distribution center, depot, and/or trial site.   Examples include courier documentation and packing/ inventory listing.		Core		5.14.4
8.2.15
8.3.9				127		X		XS		X		XS		M (if applicable) D		33		Close Site(s) / Reconcile Trial Materials		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.11		IP Certificate of Destruction 		Documentation of IP Destruction 		To document the confirmation of destruction of IP at the end of a trial at a distribution center, depot, and/or site .  		Core		5.14.4  8.4.2				128		X		XS		X		XS		M (if applicable) D		33		Close Site(s) / Reconcile Trial Materials		X		X		X

		06		IP and Trial Supplies		06.01		IP Documentation		06.01.12		IP Retest and Expiry Documentation				To document the batch retesting/analyses of IP for a variety of reasons such as stability confirmation and expiry extension		Core (if applicable)		5.14.5				242		X		XG  (if applicable)		X		XG  (if applicable)		M (if applicable) D		22		Manage Project / Manage IMP/Device		X		X		X

		06		IP and Trial Supplies		06.02		IP Release Process Documentation		06.02.01		QP (Qualified Person) Certification				To confirm that any IP from another country has been manufactured and checked in accordance with standards of Good Manufacturing Practices (GMP) at least equivalent to those laid down in Directive 91/356/EEC.  Documents the technical release documentation including GMP certification and the name / address of the manufacturer.  First stage of a multi-stage release process, if release process required.		Core (if applicable)		2.12
5.13.1				129		X		XG  (if applicable)		X		XG  (if applicable)		M (if applicable) D		6 22		Secure Resources / Supplies Manage Project / Manage IMP		X		X

		06		IP and Trial Supplies		06.02		IP Release Process Documentation		06.02.02		IP Regulatory Release Documentation				To document all the regulatory  IP release process. Second stage of a multi-stage release process, if release process required.		Core		2.12
5.14.52				130		X		NO		X		NO		D		22		Manage Project / Manage IMP		X		X		 

		06		IP and Trial Supplies		06.02		IP Release Process Documentation		06.02.03		
IP Verification Statements				Any certificate, license, or other documentation that is required by a specific regulation to verify the quality, source, manufacture, ingredients or other aspect of investigational and/or control product. Examples include TSE certificate, Controlled IP storage, DEA 223, and GMP Manufacturer’s License.		Core (if applicable)		8.2.15
8.3.8  5.14.4				131		X (if appl)		XG  (if applicable)		X		XG  (if applicable)		M (if applicable) D		22		Manage Project / Manage IMP		X		X		X

		06		IP and Trial Supplies		06.02		IP Release Process Documentation		06.02.04		Certificate of Analysis 		Certificate of Conformance (CoC)		To document identity, purity, and strength of the IP(s) to be used trial, in accordance with the specifications of the IP, including the acceptance limits and the actual results of the tests.   		Core		2.12
5.13.51
8.2.16
8.3.9				132		X		NO-CS		X		NO-CS		M (if applicable) D		22		Manage Project / Manage IMP		X

		06		IP and Trial Supplies		06.03		IP Allocation Documentation		06.03.01		IP Treatment Allocation Documentation		Randomization envelopes
Emergency decode envelopes (or lists), Blinded Codes		To document the treatment allocation, or device serial numbers, for each subject. used if urgent unblinding or code break is needed, or when interim or final unblinding occurs.		Core		5.13.4
8.2.17
8.4.6				133		X		XS		X		XS		M (if applicable) D		22		Manage Project / Manage IMP/Device		X				X

		06		IP and Trial Supplies		06.03		IP Allocation Documentation		06.03.02		IP Unblinding Plan		Decoding Procedure		To document describe the plan and procedures to be taken should the action of breaking the blind for an individual subject be urgently needed, or when interim or final unblinding occurs. 		Core		5.13.4
8.2.17
8.4.3				134		X		XG  (if applicable)		X		XG  (if applicable)		M (if applicable) D		12		Develop Trial Management Strategy		X				X

		06		IP and Trial Supplies		06.03		IP Allocation Documentation		06.03.03		IP Treatment Decoding Documentation 		Code Break
Unblinding		To document the action of breaking the blind for an individual subject,  urgently if needed, or when interim or final unblinding occurs. Treatment unblinding may be controlled by interactive response technology (IRT) and or manually using  code break envelopes.		Core		5.13.4  8.4.3
8.4.6				135		X		XS		X		XS  (if applicable)		M (if applicable) D		30		Manage Subject Risk / Break Blind		X				X

		06		IP and Trial Supplies		06.04		Storage		06.04.01		IP Storage Condition Documentation				To document the unique storage conditions of the IP, Non IP and other trial supplies at the sponsor (if sponsor is distributing), distribution center, depot, trial site and in transit, if required by the available stability requirements of the IP. 		Core (if applicable)		5.14.4  5.13.2				136		X		XS  (if applicable)		X		XS  (if applicable)		M (if applicable) D		22		Manage Project / Manage IMP/Device		X		X		X

		06		IP and Trial Supplies		06.04		Storage		06.04.02		IP Storage Condition Excursion Documentation				To record excursions for IP, Non-IP and other trial supplies from the acceptable pre-defined condition range either during transit or storage at a distribution center, depot, and/or trial site.  		Core (if applicable)		5.14.4  5.13.2				137		X		XS  (if applicable)		X		XS  (if applicable)		M (if applicable) D		22		Manage Project / Manage IMP/Device		X		X		X

		06		IP and Trial Supplies		06.04		Storage		06.04.03		Maintenance Logs (Device)				To record activities and times when quality of condition of IP, Non-IP and other trial supplies  is  assessed and kept stable over period of use and any maintenance performed, including software logs and certificates of calibration. 		Core (if applicable)		5.14.5				243		NO		NO		X		XS  (if applicable)		M (if applicable) D		22		Manage Project / Manage IMP/Device		X				X

		06		IP and Trial Supplies		06.05		Non-IP Documentation		06.05.01		Non-IP Supply Plan				An agreed upon plan which defines To describe the following as it pertains to the details and quantity of non-IP supplies needed to fulfill the trial protocol requirements over the life of the trial. May include but is not limited to rescue medication, supplementary medication, pre-treatment, other prophylactic therapies, drug delivery supplies (IV tubing, syringes, etc.), as well as and measurement tools such as thermometers, respirometers, etc. Artifact can include any evidence of plan execution including, but not limited to: plan, reports, checklists, etc.		Recommended		2.13				138		X		NO		X		NO		D		12
23		Develop Trial Management Strategy
Manage Project / Manage Non-IMP		X		X

		06		IP and Trial Supplies		06.05		Non-IP Documentation		06.05.02		Non-IP Shipment Documentation Non-IP Documentation of Shipment 				To record details of the shipment and any returns of certain non-IP supplies needed to fulfill the trial protocol requirements to a distribution center, depot, and/or site.  		Recommended						139		X		XS		X		XS		D		23		Manage Project / Manage Non-IMP		X				X

		06		IP and Trial Supplies		06.05		Non-IP Documentation		06.05.03		Non-IP Return Documentation  Non-IP Documentation of Return  				To inventory the returns of certain non-IP supplies needed to fulfill the trial protocol requirements to a distribution center, depot, and/or site.  Examples include courier documentation and packing/ inventory listing.		Recommended						140		X		XS		X		XS		D		23		Manage Project / Manage Non-IMP		X				X

		06		IP and Trial Supplies		06.06		Interactive Response Technology		06.06.01		 IRT User Requirement Specification				To document end user requirements from design and capabilities of the interactive response technology (IRT) such as Interactive Voice Randomization Response System (IVRS) or Interactive Web Randomizationb Response  System (IWRS), included by but not limited to screening, randomization, drug allocation,  submitted to the vendor for analysis.  May also include technical aspects of the system development.		Core (if applicable)		5.5.3				141		X		NO		X		NO		D		22		Manage Project / Manage IMP/Device		X

		06		IP and Trial Supplies		06.06		Interactive Response Technology		06.06.02		IRT Validation Certification				To confirm the validation status of the interactive response technology (IRT).		Core (if applicable)		5.5.3				142		X		NO		X		NO		D		8
22		Secure Resources / Vendors
Manage Project / Manage IMP/Device		X

		06		IP and Trial Supplies		06.06		Interactive Response Technology		06.06.03		IRT User Acceptance Testing (UAT) Certification		IRT UAT Scripts and Sign Off		To document the acceptability of the series of assessments  of the IRT performed by key users of the system that are designed to show that the IRT has been correctly programmed and meets the requirements of the User Requirements Specification (URS).  Minimally the signature page and may include validation or other documentation.		Core (if applicable)		5.5.3				143		X		NO		X		NO		D		3
22		Develop Study Design / Capture Subject Data
Manage Project / Manage IMP/Device		X

		06		IP and Trial Supplies		06.06		Interactive Response Technology		06.06.04		IRT User Manual				To provide instructions and define the operational instructions for the IRT for the user.		Core (if applicable)		5.3.3				144		X		XG  (if applicable)		X		XG  (if applicable)		D		4
22		Develop Study Design / Document Development
Manage Project / Manage IMP/Device		X

		06		IP and Trial Supplies		06.06		Interactive Response Technology		06.06.05		IRT User Notifications Account Management				To inform IRT Users of the following notifications of IVRS system access permissions for study management or site personnel, subject randomization number, IP request, IP shipments, etc.
To capture account management details for all users who received access to the system; should include security role, data account granted, date account disabled		Core (if applicable)						145		X		XS  (if applicable)		X		XS  (if applicable)		D		22		Manage Project / Manage IMP/Device		X		X		X

		06		IP and Trial Supplies		06.07		General		06.07.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Core		8.3.11				146		X		XS		X		XS		MD		Per content				X		X		X

		06		IP and Trial Supplies		06.07		General		06.07.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.  		Recommended						147		X		NO		X		NO		D		Per content				X		X		X

		06		IP and Trial Supplies		06.07		General		06.07.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Core (if applicable)		8.3.11				148		X		NO		X		NO		D		22
Per content		Manage Project / Manage IMP/Device		X

		06		IP and Trial Supplies		06.07		General		06.07.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone.		Core (if applicable)						149		X		NO		X		NO		D		Per content				X		X		X

		07		Safety Reporting		07.01		Safety Documentation		07.01.01		Safety Management Plan		Safety Reporting Plan
Safety Review Plan
		To clearly define describe the end-to-end process for the ongoing safety evaluation for the investigational product; includes data to be collected, reporting objectives, and processes for a clinical trial.  Plan may include but is not limited to associated documents for quality management, safety database entry specifications and templates, and/or coding guidelines.

This artifact may not be study specific, thus may include a reference to appropriate SOP(s) or program/IP level plans. One example of where this artifact would be expected to be study-specific is when a CRO performs this function for a single study.		Core  		2.2
5.16.1				150		X		NO		X		NO		M		12		Develop Trial Management Strategy		X

		07		Safety Reporting		07.01		Safety Documentation		07.01.02		Pharmacovigilance Database Line Listing		Periodic Line Listing
Periodic SUSAR Reports
Periodic SUSAR Line Listings
CIOMS II 		Listing of trial data for a single trial used for a variety of safety evaluation of the investigational product purposes (e.g. Serious Adverse Events (SAE) case listings, database line listings, etc.). 

This artifact may not be study specific, thus may include a reference to program/IP level records. One example of where this artifact would be expected to be study-specific is when a CRO performs this function for a single study.		Core		5.16.1
5.17.3
8.3.17				151		X		XS  (if applicable)		X		XS  (if applicable)		D		28		Manage Subject Risk / Report Safety Issue(s)		X		X

		07		Safety Reporting		07.02		Trial Status Reporting		07.02.01		Expedited Safety Report		CIOMS I Report or Form
MedWatch
Investigational New Drug (IND) Safety Report
Suspected Unexpected Serious Adverse Reaction (SUSAR)
Unanticipated Serious Adverse Device Event (USADE) Reporting Form
Analysis of Similar Events		To assure notification by the sponsor of document unexpected serious adverse drug reactions and other safety information; submitted to regulatory authorities and IRBs/IECs.   Reports may include but are not limited to CIOMS, USADE forms, MedWatch, Electronic Submission of AE Notification to FDA (E2B) Reports, Analysis of Similar Events, cover letters, and/or country-specific reporting forms.  Submission artifact is located in 03.03.01.		Core (if applicable)		5.16.2
5.17
8.3.17-18		IND Safety Report		152		X		XG  (if applicable)		X		XG  (if applicable)		M		28		Manage Subject Risk / Report Safety Issue(s)		X				X

		07		Safety Reporting		07.02		Trial Status Reporting		07.02.02		SAE Report				To organize critical data around a serious adverse event, adverse event, and/or a laboratory abnormality as identified in the protocol.  Reports may include but are not limited to specific investigator SAE report forms and supporting data, reporter correspondence, associated note-to-files, source documentation, case logs, narratives, case unblinding forms, and/or safety database case printouts.  
		Core (if applicable)		4.11
8.3.16				153		X		XS  (if applicable)		X		XS  (if applicable)		M		28		Manage Subject Risk / Report Safety Issue(s)		X				X

		07		Safety Reporting		07.02		Trial Status Reporting		07.02.03		Pregnancy Report				To organize critical data around a pregnancy that occurred whilst either the male or the female subject was participating in a clinical trial. Reporting forms and supporting data collected for pregnancy cases and their outcome.  Reports may include but are not limited to specific regulatory forms and supporting data, reporter correspondence, associated note-to-files, source documentation, case logs, case unblinding form, narratives, and/or safety database case printouts. 		Core (if applicable)		4.11
8.3.16				154		X		XS  (if applicable)		X		XS  (if applicable)		M (if applicable)		28		Manage Subject Risk / Report Safety Issue(s)		x				X

		07		Safety Reporting		07.02		Trial Status Reporting		07.02.04		Special Events of Interest		Medical Events of Interest		To organize critical data around a special event of interest, one that is of scientific and medical concern specific to the product or program.  Usually requested by or submitted to Regulatory Agencies.  Reports may include but are not limited to specific regulatory forms and supporting data, reporter correspondence, associated note-to-files, source documentation, case logs, narratives, case unblinding forms, and/or safety database case printouts.  		Core (if applicable)						155		X		XS  (if applicable)		X		XS  (if applicable)		D		29		Manage Subject Risk / Manage Urgent Safety Measures		X				X

		07		Safety Reporting		07.03		General		07.03.01		Relevant Communications		Correspondence		Zone-specific, trial specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.  (Does not include program level communications.)		Core		8.3.11				156		X		XS		X		XS		M		28		Manage Subject Risk / Report Safety Issue(s)		X				X

		07		Safety Reporting		07.03		General		07.03.02		Tracking Information				Zone-specific, trial specific documents developed for the purpose of tracking activities during the course of the trial.    (Does not include program level tracking information.)		Recommended						157		X		NO		X		NO		D		21		Manage Project / Report on Progress		X		X		X

		07		Safety Reporting		07.03		General		07.03.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related, trial specific meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material. (Does not include program level meeting material.)		Core (if applicable)						158		X		NO		X		NO		D		21 / 28		Manage Project / Report on Progress / Manage Subject Risk / Report Safety Issue(s)		X

		07		Safety Reporting		07.03		General		07.03.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone.		Core (if applicable)						159		X		NO		X		NO		D		Per content				X				X

		08		Centralized Central and Local Testing		08.01		Facility Documentation		08.01.01		Certification or Accreditation		Qualifications		To document recognition and approval by an authorized accrediting body applying known acceptable standards, that the central or local facility is competent to perform required test(s), and support reliability of results; if applicable.		Core		8.2.12
8.3.7				160		X		XG		X		XG		D		8		Secure Resources / Vendors		X		X		X

		08		Centralized Central and Local Testing		08.01		Facility Documentation		08.01.02		Laboratory Validation Documentation 		Method validation, quality control testing, precision testing		To document through use of control data that a central or local laboratory can consistently and reproducibly report results that are reliable; may include but is not limited to reporting of calibration and control results for a research test parameter, antibody or pharmacokinetic testing that may be performed by an internal or external central or local laboratory; required if certification or accreditation is not available for the study test method.		Core (if applicable)		8.2.12
8.3.7				161		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X		X

		08		Centralized Central and Local Testing		08.01		Facility Documentation		08.01.03		Laboratory Results Documentation 				Summary listings or individual subject reports provided by the central or local laboratory or other testing facility, e.g. results of biochemical testing,  histological examination.		Core (if applicable)		8.2.12
8.3.8				162		X		XS		X		XS		D		18		Complete Subject Study Visit		X		X		X

		08		Centralized Central and Local Testing		08.01		Facility Documentation		08.01.04		Normal Ranges		Reference Ranges		To define acceptable limits (where 95% of the population that a central or local facility serves will fall) for comparative interpretation that allow for medical decisions to be made;  may be included in User Manual.		Core		8.2.11
8.3.6 				163		X		XG		X		XG		D		5		Develop Study Design / Feasibility & Site Evaluation		X		X		X

		08		Centralized Central and Local Testing		08.01		Facility Documentation		08.01.05		Manual		Facility Manual
Facility Handbook
Laboratory Manual		To outline the procedures to be followed in the collection, handling and shipping of samples; may not be available for local facilities.		Recommended		8.2.14				164		X		XG		X		XG		D		4		Develop Study Design / Document Development		X		X		X

		08		Centralized Central and Local Testing		08.01		Facility Documentation		08.01.06		Supply Import Documentation				To provide the necessary documentation required per country to allow for importation of supplies (non-drug / IP), may also include biological samples and related stest material (kits, etc.)		Core (if applicable)		8.2.15
8.3.8				165		X		NO		X		NO		D		22		Manage Project / Manage IMP/Device		X		X		X

		08		Centralized Central and Local Testing		08.01		Facility Documentation		08.01.07		Head of Facility Curriculum Vitae		Lab Director Curriculum Vitae		To verify that the Head of Facility is suitably qualified to lead and oversee the management and reporting of results; may be included with Certification / Accreditation; may be found in the User Manual.		Recommended		8.2.12
8.3.7				166		X		X		X		X		D		25		Manage Project / Oversee Vendor(s)		X		X		X

		08		Centralized Central and Local Testing		08.01		Facility Documentation		08.01.08		Standardization Methods   		Interlaboratory Comparison Testing
Proficiency Testing		To confirm that two or more central or local facilities can perform the same test / procedure and obtain consistent results; includes but may not be limited to cross-calibration of test methods between assays or facilities or phantom data for CT or bioanalytical assay.		Core (if applicable)		8.2.12
8.3.7				167		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X		X

		08		Centralized Central and Local Testing		08.02		Sample  Documentation		08.02.01		Specimen Label		Sample Label		To capture critical information about the collection of a sample; may include but is not limited to subject ID, date and time of collection, etc; may be included in User Manual.		Recommended						168		X		NO		X		NO		D		4		Develop Study Design / Document Development		X		X		X

		08		Centralized Central and Local Testing		08.02		Sample  Documentation		08.02.02		Shipment Records		Specimen Shipment Records		To provide relevant details for samples sent in any one shipment.		Recommended		8.2.15
8.3.8				169		X		XS		X		XS		D		22		Manage Project / Manage IMP/Device		X		X		X

		08		Centralized Central and Local Testing		08.02		Sample  Documentation		08.02.03		Sample Storage Condition Log		Specimen Storage Condition Log		To monitor and track sample storage under the appropriate conditions.		Recommended		8.2.14				170		X		XS		X		XS		D		22		Manage Project / Manage IMP/Device		X		X		X

		08		Centralized Central and Local Testing		08.02		Sample  Documentation		08.02.04		Sample Import or Export Documentation		Specimen Import or Export Documentation		To provide the necessary documentation required per country to allow for importation/exportation of samples.		Core (if applicable)		8.2.15
8.3.8				171		X		NO-CS (if applicable)		X		NO-CS (if applicable)		D		6		Secure Resources / Supplies		X		X		X

		08		Centralized Central and Local Testing		08.02		Sample  Documentation		08.02.05		Record of Retained Body Fluids / Tissue Samples 		Record of Retained Specimens
Biorepository		To document location and identification of body fluid or tissue samples being held for possible future (re)testing; to include destruction records, when and if this occurs.		Core (if applicable)		8.3.25				172		X		XS  (if applicable)		X		XS  (if applicable)		D		20		Manage Project		X		X		X

		08		Centralized Central and Local Testing		08.03		General		08.03.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Core		8.3.11				173		X		XS		X		XS		D		Per content				X		X		X

		08		Centralized Central and Local Testing		08.03		General		08.03.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.  		Recommended						174		X		NO		X		NO		D		Per content				X		X		X

		08		Centralized Central and Local Testing		08.03		General		08.03.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Core (if applicable)						175		X		NO		X		NO		D		6		Secure Resources / Supplies		X		X		X

		08		Centralized Central and Local Testing		08.03		General		08.03.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone.		Core (if applicable)						176		X		NO		X		NO		D		20		Manage Project		X		X		X

		09		Third parties 		09.01		Third Party Oversight		09.01.01		Qualification and Compliance		Documentation of Decision to Utilize Third Party
Qualification of Vendor
Audit Certificate		To confirm that a third party meets, and continues to meet throughout the study, all relevant criteria to fulfill a contractual obligation; may include a quality questionnaire, a visit report to qualify their capabilities, other documents that support capabilities.		Core (if applicable)						177		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.01		Third Party Oversight		09.01.02		Third Party Curriculum Vitae				To document qualifications and eligibility of Individual Third Party Trial Team Members; CVs, Questionnaires etc. including translators, for the project. Not intended to duplicate records filed in Zones 1 and 5 (sponsor & investigator).		Core						257		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.01		Third Party Oversight		09.01.03		Ongoing Third Party Oversight				To confirm throughout the duration of a study that a third party continues to meet all relevant criteria to fulfill a contractual obligation.		Recommended		5.2.1				258		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.02		Third Party Set-up		09.02.01		Confidentiality Agreement				To confirm by written legal agreement that key information between parties will be prevented from being inappropriately disclosed.  May be included in another contractual agreement. 		Core (if applicable)		1.16				178		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.02		Third Party Set-up		09.02.02		Vendor Selection		Vendor Selection Documents		To identify how a third party will be chosen and the criteria to be used in the process. May include document provided as part of the process
To identify how a third party was selected. May include details of other third parties short-listed, master vendor list and any assessments carried out prior to selection.		Recommended						179		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.02		Third Party Set-up		09.02.03		Contractual Agreement		Scope of Work
Project Work Order(s)
Change Order(s)
Financial Agreement
Contract
Service Agreement
Letter of Agreement Agreement 
Letter of Intent
Authorization to Proceed		To document by a written dated signed agreement between two or more parties that defines any arrangements on delegation and distribution of tasks and obligations (including financial obligations); critical components include service description, responsibilities matrix and budget.		Core (if applicable)		1.17
8.2.6				180		X		NO		X		NO		D		7		Secure Resources / People		X		X

		09		Third parties 		09.02		Third Party Set-up		09.02.04		Roles and Responsibilities Matrix 		Task Ownership Matrix
Transfer of Obligations
Transfer of Regulatory Obligation
Technical Agreement (for GMP)
RACI		To identify range and distribution of tasks and responsibilities; may define internal assignment and all external parties; covers GCP as well as business process; often part of the Contractual Agreement.
This can also be filed elsewhere within the Reference Model.		Core (if applicable)		5.2.2
5.7				181		X		NO		X		NO		D		8		Secure Resources / Vendors		X		X

		09		Third parties 		09.03		General		09.03.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Core (if applicable)		8.3.11				182		X		NO		X		NO		D		25		Manage Project / Oversee Vendor(s)		X		X

		09		Third parties 		09.03		General		09.03.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.  		Recommended						183		X		NO		X		NO		D		Per content				X		X

		09		Third parties 		09.03		General		09.03.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Core (if applicable)						184		X		NO		X		NO		D		25		Manage Project / Oversee Vendor(s)		X		X

		09		Third parties 		09.03		General		09.03.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone.		Core (if applicable)						185		X		NO		X		NO		D		Per content				X		X

		10		Data Management		10.01		Data Management Oversight		10.01.01		Data Management Plan (Paper and EDC)		Data Management Operational Plan
Data Handling Manual
Data Processing Plan
Technology Plan		To identify the overall strategy for data management process for the study; a compilation of documents that may include amendments/appendices but are not limited to:  Completion Guidelines, Data Quality Plan, CRF Design Document,  Database (build) Specification, Entry Guidelines, Database Testing. Most if not all artifacts are listed in the Data Management zone.		Recommended		5.1
5.5		Data Management Plan		186		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.02		Data Capture		10.02.01		CRF Completion Requirements (Paper and EDC)		CRF Completion Guidelines		To provide detailed instructions on how data points on each CRF are to be completed; how to enter on paper and if EDC, how to enter data into the system. 		Core		2.10
4.9.1
4.9.2				187		X		XG		X		XG		M		3		Develop Study Design / Capture Subject Data		X		X

		10		Data Management		10.02		Data Capture		10.02.02		Annotated CRF (Paper and EDC)				To assign variable names and attributes to the fields on the CRF, and to link the variables to the tables within the database; may also be used as an aid for database programming on how to structure the database; use for data extraction; may be generated at the time of regulatory submission.		Recommended		5.1		Annotated CRF (CSR component)		188		X		NO		X		NO		D		18		Complete Subject Study Visit		X

		10		Data Management		10.02		Data Capture		10.02.03		Completed CRFs (Paper and EDC)				Documents which contain the available protocol-required information reported to the sponsor for each subject in the clinical trial; associated documents may include but are not limited to documentation of CRF corrections, subject diaries, questionnaires, laboratory reports and other third-party specialty data.  		Core  		4.9.3
5.5
8.3.14				189		X		XS		X		XS		D		20		Manage Project						X

		10		Data Management		10.02		Data Capture		10.02.04		Documentation of Corrections to Entered Data (Paper and EDC)		Data Clarification Forms
Data Correction Forms
Data Query Forms		Any documentation used to query database discrepancies and to record approved corrections to the clinical trial database; may include self-evident corrections, global queries, SAE queries, laboratory queries and any other database queries generated.   Additionally, include any agreements per study and site that study personnel are permitted to perform without the need to issue a query to the investigator  along with acknowledge acceptance/signing of these changes by Investigator.		Core		
4.9.3
8.3.15				190		X		XS		X		XS		D		20		Manage Project						X

		10		Data Management		10.02		Data Capture		10.02.05		Final Subject Data (EDC output)		Completed CRFs or eCRFs; Final Casebooks; Final Subject Reports		Final Subject EDC data (EDC/ePRO/Paper) for the protocol, and a copy of each site's data by-subject. data which is sent to the site for approval and retention. Associated documents may include but are not limited to documentation of subject data corrections, subject diaries, questionnaires, laboratory reports and other third-party specialty data. Does not include the final study datasets.		Core (if applicable)		4.9.3
5.5
8.3.14
4.9.4				191		X		XS  (if applicable)		X		XS  (if applicable)		D		20		Manage Project						X

		10		Data Management		10.03		Database		10.03.01		Database Specifications (Paper)		Database Programming Requirements 		To provide a detailed framework for the database to be built for paper CRF data capture system.		Core		1.46
5.1
5.5				192		X		NO		X		NO		D		3		Develop Study Design / Capture Subject Data		X

		10		Data Management		10.03		Database		10.03.02		Edit Check Plan (Paper)		Edit Check Specifications
Logic Check Specifications		Specifications which will detect data that is illogical, unexpected, missing, redundant, or is outside of defined study parameters; usually implemented via programming logic		Core		5.1
5.5				193		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		10		Data Management		10.03		Database		10.03.03		Edit Check Programming (Paper)				The computer code which satisfies the edit check plan/specification details; may include a reference to where the code resides.		Core		5.1
5.5				194		X		NO		X		NO		D		3		Develop Study Design / Capture Subject Data		X

		10		Data Management		10.03		Database		10.03.04		Edit Check Testing (Paper)		Edit Check  QC 		To provide evidence that the data edit checks have been implemented correctly; can include the data used to test the programming logic 		Core		5.1
5.5				195		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		10		Data Management		10.03		Database		10.03.05		Approval for Database Activation (Paper and EDC)		Database Release Approval Report; Go-Live Approval Form; Push-to-Production Form		Documentation that all database specification requirements of the database specification have been satisfied, and system data entry can begin (go live); will also include confirmation that edit check testing and UAT (user acceptance testing) has been successfully completed. May include a modified version to activate implementation of change control		Core		5.1
5.5				196		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		10		Data Management		10.03		Database		10.03.06		External Data Transfer Specifications (Paper and EDC)				To document import and export data specifications; includes but is not limited to diary, lab, IVRS, imaging; integration from external systems to database and may include transfer from one group to another.		Core (if applicable)		5.1
5.5				197		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.03		Database		10.03.07		Data Entry Guidelines (Paper)				To provide detailed instructions on how CRF data is to be entered into a database; specific to a paper CRF trial (therefore, would not be required with an EDC trial), including self-evident corrections and global conventions.		Core (if applicable)		5.1
5.5				198		X		NO		X		NO		D		3		Develop Study Design / Capture Subject Data		X

		10		Data Management		10.03		Database		10.03.08		SAE Reconciliation (Paper and EDC)				To document reconciliation and resolution of discrepancies between the SAEs in the safety and the clinical databases has been successfully completed.		Core		5.1
5.5				199		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.03		Database		10.03.09		Dictionary Coding  (Paper and EDC)		Medical Coding 		To document the tools used in medical coding and the final coded terms; includes medical sign off of coding; may include resolution discrepancies.		Core		5.1
5.5				200		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		10		Data Management		10.03		Database		10.03.10		Data QC or QA Plan and Results (Paper and EDC)		QC or QA Data Documentation
Data Review Plan		To define describe the procedures for creating and implementing a Quality Control (QC) Plan or Data Review Plan to ensure that quality data is captured into a clinical database on an ongoing basis.  This would include any documentation Artifact can include any evidence of the results from the plan.		Core		5.1
5.5				201		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.03		Database		10.03.11		Database Lock and Unlock Approval (Paper and EDC)				Confirmation that all of the requirements for database release have been meet; may include all unlock and re-lock documentation as well as a report on data quality issues and summary of essential activities prior to database lock		Core		5.1
5.5				202		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.03		Database		10.03.12		Database Change Control (Paper and EDC)				Summary of requested change, reason for change,  relevant approvals, impact / risk analysis, associated requirements, specifications and other documentation describing the validation and implementation of this change. 		Core		5.1
5.5				244		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.04		EDC Management		10.04.01		System Account Management				To capture account management details for all users who received access to the system (e.g: ePRO, eCRF); intended to include users' security role, date account granted, date account disabled.		Core (if applicable)		5.5.3 (d) and (e)				204		X		XS  (if applicable)		X		XS  (if applicable)		D		16		Set up site(s)		X				X

		10		Data Management		10.04		EDC Management		10.04.02		Technical Design Document		EDC System Specifications Core Configuration Specifications		Document containing  the design elements of the EDC (e.g: eCRF or ePRO) eCRF including the variables to be collected, the logical arrangement of the variables, navigation among and between the different forms, the logic checks for logical consistency		Core (if applicable)		5.5.3 				245		X		XS  (if applicable)		X		XS  (if applicable)		D		20		Manage Project		X				X

		10		Data Management		10.04		EDC Management		10.04.03		Validation Documents				Documents establishing the project context and documentation requirements for EDC (e.g: eCRF or ePRO); can include the plan for, and results of, the user acceptance testing (UAT). Includes the validation report to provide wrap up and post go-live summary if required.		Core (if applicable)		5.5.1
5.5.3 				246		X		XS  (if applicable)		X		XS  (if applicable)		D		20		Manage Project		X				X

		10		Data Management		10.05		General		10.05.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Core		8.3.11				205		X		NO		X		NO		D		20		Manage Project		X		X		X

		10		Data Management		10.05		General		10.05.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.  		Recommended						206		X		NO		X		NO		D		Per content				X				X

		10		Data Management		10.05		General		10.05.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Core (if applicable)						207		X		NO		X		NO		D		20		Manage Project		X

		10		Data Management		10.05		General		10.05.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone.		Core (if applicable)						208		X		NO		X		NO		D		20		Manage Project		X		X		X

		11		Statistics		11.01		Statistics Oversight		11.01.01		Statistical Analysis Plan 		SAP		To define, in detail, describe the statistical aspects of the trial design, the process of data selection for all analyzes, the data items to be analyzed and all the procedures and methods to be employed in the analysis of those data items as well as the planned presentation of those results (Tables, Listings and Figures (TLFs), all versions of the SAPs, and approval forms). Includes interim and final.		Core		6.9		Statistical Analysis Plan 		209		X		NO		X		NO		M		12		Develop Trial Management Strategy		X

		11		Statistics		11.01		Statistics Oversight		11.01.02		Sample Size Calculation				To document the technique, assumptions and output used to calculate the sample size; can include QC and sign off.		Core						210		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		11		Statistics		11.02		Randomization		11.02.01		Randomization Plan 				To detail the randomization scheme (e.g number and name of treatments, strata, block size) and how the randomization will be carried out; this plan is then used to initiate programming.		Core		4.7
6.4.2				211		X		NO		X		NO		M		12		Develop Trial Management Strategy		X

		11		Statistics		11.02		Randomization		11.02.02		Randomization Procedure  				To define describe the actual steps for how subjects are randomized in a trial.  This could be by interactive response technology (IRT)/IVRS, or a manual process ((i.e. work instruction). May be part of the randomization plan.		Core						212		X		NO		X		NO		M		4		Develop Study Design / Document Development		X

		11		Statistics		11.02		Randomization		11.02.03		Master Randomization List 		Randomization Schedule		The single source on the assignment of subjects to protocol specified groups.   In blinded studies, this list remains blinded until its release following the final data lock.		Core		8.2.18				213		X		NO		X		NO		M		20		Manage Project		X		X

		11		Statistics		11.02		Randomization		11.02.04		Randomization Programming  				Computer code to generate randomization number for treatment assignment.		Core		5.4.1				214		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		11		Statistics		11.02		Randomization		11.02.05		Randomization Sign Off		Randomization Approval		To verify that the randomization program generates the randomization number and treatment assignment correctly according to the randomization schema specified for the trial.		Core		5.1.1				215		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		11		Statistics		11.02		Randomization		11.02.06		End of Trial or Interim Unblinding		Decoding Request
Randomization Release Request 
Request for Access to Randomization		To document and authorize the release of the randomization code and allow the trial data to be unblinded. Includes evidence of release of end of trial unblinding. May include a request for partial unblinding, or to open the randomization list for maintenance by randomization management personnel.		Core		5.1
5.5				216		X		X		X		X		D		30		Manage Subject Risk / Break Blind		X

		11		Statistics		11.03		Analysis		11.03.01		Data Definitions for Analysis Datasets				To define the programming logic required to transform the raw dataset to the analysis dataset; includes populations, etc; as outlined in the SAP.		Core		5.1
5.5				217		X		NO		X		NO		D		20		Manage Project		X

		11		Statistics		11.03		Analysis		11.03.02		Analysis QC Documentation				To confirm the QC procedures planned for the analysis programs as well as the actual output of the QC steps.		Core		5.1
5.5				218		X		NO		X		NO		D		12		Develop Trial Management Strategy		X

		11		Statistics		11.03		Analysis		11.03.03		Interim Analysis Raw Datasets 				The export of raw data for interim analysis purposes. This may include CDISC datasets such as Operational Data Model (ODM) or SDTM.   		Core (if applicable)		5.1
5.5				219		X		NO		X		NO		D		36		Analyse Data / Interim Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.04		Interim Analysis Programs				The suite of programs designed to  generate the interim analysis outputs as referenced in the SAP.		Core (if applicable)						220		X		NO		X		NO		D		4		Develop Study Design / Document Development		X

		11		Statistics		11.03		Analysis		11.03.05		Interim Analysis Datasets 				The datasets used for the interim analyses.  		Core (if applicable)						221		X		NO		X		NO		D		36		Analyse Data / Interim Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.06		Interim Analysis Output				The Tables Listings and Figures produced from the interim analysis datasets; includes Statistics approval.		Core (if applicable)						222		X		NO		X		NO		D		36		Analyse Data / Interim Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.07		Final Analysis Raw Datasets 				The export of raw data for final analysis purposes. This may include CDISC datasets such as Operational Data Model (ODM) or SDTM 		Core				Datasets		223		X		NO		X		NO		D		37		Analyse Data / Final Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.08		Final Analysis Programs				The suite of programs designed to  generate the final analysis outputs as referenced in the SAP.		Core				Program File for Analysis Dataset		224		X		NO		X		NO		D		4		Develop Study Design / Document Development		X

		11		Statistics		11.03		Analysis		11.03.09		Final Analysis Datasets				The datasets used for the final analysis.  		Core				Analysis Datasets		225		X		NO		X		NO		D		37		Analyse Data / Final Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.10		Final Analysis Output				The Tables, Listings and Figures produced from the final analysis datasets; includes Statistics approval. May be appended to the CSR.		Core				Statistical Output		226		X		NO		X		NO		M		37		Analyse Data / Final Data Analysis		X

		11		Statistics		11.03		Analysis		11.03.11		Subject Evaluability Criteria and Subject Classification		Population Definition Criteria
Protocol Violations
Deviations and Exemptions
Protocol Deviation Listing		To document the decisions which define the criteria applied to evaluate each subject in the trial, in order to that will unambiguously assign the subject to the populations established in the SAP. 		Core		6.9.7		Protocol Deviation Listing		227		X		NO		X		NO		M		36		Analyse Data / Interim Data Analysis		X

		11		Statistics		11.04		Report		11.04.01		Interim Statistical Report(s)				To summarize the relevant statistical aspects of the interim analysis.  May be appended to the CSR.		Core (if applicable)		5.1
5.5				228		X		NO		X		NO		D		40		Report Data / Write Reports		X

		11		Statistics		11.04		Report		11.04.02		Statistical Report				To summarize the relevant statistical aspects of the final analysis.  May be appended to the CSR.  		Core		5.1
5.5				229		X		NO		X		NO		D		37		Analyse Data / Final Data Analysis		X

		11		Statistics		11.05		General		11.05.01		Relevant Communications		Correspondence		Zone-specific agreements, significant discussions or relevant information, but not specifically listed in this Reference Model. Types of correspondence may include, but not limited to: letters, memo, electronic communications and faxes.		Core		8.3.11				230		X		NO		X		NO		D		Per content				X

		11		Statistics		11.05		General		11.05.02		Tracking Information				Zone-specific documents developed for the purpose of tracking activities during the course of the trial.  		Recommended						231		X		NO		X		NO		D		21		Manage Project / Report on Progress		X

		11		Statistics		11.05		General		11.05.03		Meeting Material				Agenda, presentation materials and other documentation generated during an internal or external zone-related meeting which documents any agreements or significant discussions.  Includes meeting minutes or Q&A, attendance sheets and any pre-meeting material.		Core (if applicable)						232		X		NO		X		NO		D		37		Analyse Data / Final Data Analysis		X

		11		Statistics		11.05		General		11.05.04		Filenote		Note to File   		To document any decision or to clarify any information relating to this zone.		Core (if applicable)						233		X		NO		X		NO		D		20		Manage Project		X

















































































































































































































































































































































































































































































































































































































Model Overview 

		The Trial Master File Reference Model
Version 3.0   16 June 2015

		http://tmfrefmodel.com

		feedback@tmfrefmodel.com

		The TMF Reference Model team was initially formed in 2009 to develop a standardized taxonomy that outlines the clear definition and organization of TMF content using standard nomenclature. The Document and Records Management SIAC of the Drug Information Association (DIA) supported this initiative, and their support continues as the Reference Model evolves and expands today.

		The TMF Reference Model team is currently composed of approximately 450 representatives from more than 200 bio-pharmaceutical companies, contract research organizations (CROs), consultancies, technical vendors, industry groups, healthcare, academia, not-for-profit / NGO and regulatory agencies.The TMF Reference Model is a consensus of the TMF Reference Model Team that includes all essential documents that individually and/or collectively permit the evaluation of the conduct of a trial and the quality of the data produced, in accordance with industry opinion and best practices. The model is a reference for the industry and should not be considered mandatory, but rather an opportunity for standardization across the industry. The TMF Reference Model can be adapted to an electronic or paper TMF.  It does not endorse, nor, require, any specific technology for application.  The model can be downloaded from the DIA website at:  http://www.diahome.org/en/News-and-Publications/Publications-and-Research/EDM-Corner.aspx.

		V1.0 of the TMF Reference Model, first released in June of 2010, was updated in February, 2011 (V1.1) and again in December, 2011 (V1.2), based on feedback provided (including Regulator feedback) as the model was widely implemented. V2.0 was released on 25th June 2012, at the DIA Annual Meeting and included additional details for Investigator Site Files, Device Studies, Investigator Initiated Studies, and Process-based metadata. Version 3 was released mid June 2015, at the annual DIA meeting and includes a complete review of the content, with a specific focus on standard artifacts, device artifacts and investigator site file artifacts.

		Rationale for the creation of a model

		The TMF contains those essential documents that individually and collectively permit the evaluation of the conduct of a trial and the quality of the data produced. These documents serve to demonstrate the compliance of the investigator, sponsor, and monitor with the standards of GCP and with all applicable regulatory requirements (ICH Guideline for Good Clinical Practice, E6, Section 8).

		All companies and investigators conducting clinical trials in the pharmaceutical/biotech industry maintain documentation for each clinical trial. Each company has their own unique TMF structure as defined by their SOPs. No comprehensive common model exists for managing TMF documents. Over the conduct of a trial many functions contribute to the TMF, although oversight of the content is usually not one function’s responsibility – resulting in a highly inefficient work processes including but not limited to: 

 * All drug development companies and CROs expend considerable resources defining the content of the trial master file for each clinical trial.  Consequently,      
 * Investigators have the challenge of adapting to different formats and TMF content organization with each clinical trial.
 * The burden is very high on smaller companies that usually have limited document management expertise and limited financial resources. 
 * Records and information exchange between collaborating companies is extremely cumbersome, potentially preventing the joint venture or transfer of an investigational product.
 * Regulators are challenged with varying terminology and file structures, creating inefficiency and variability during audits

		Regulatory guidance, such as ICH E6 section 8, addresses only a subset of TMF documents. Documentation requirements for the set-up and maintenance of quality systems, electronic systems, safety monitoring, and proof of an adequate and well-controlled trial, to name a few, exist in various regulations across many countries or regions, but not in ICH E6.  The goal of the TMF Reference Model is to provide a single, unified interpretation of the regulations via document listing which would be accepted across the industry.  It does not provide guidance in the process by which the document is the output.

		Organization of the model (underlined words are column headers in the attached model)

		Defined in the model are document types, called artifacts, which one would expect to find in a TMF, at both Sponsor and Investigator site.  It is important to note that progeny records such as artifact approval/signature pages, amended artifacts, or translation documentation are not called out uniquely since artifacts may have one or more progeny records depending on trial requirements or a company’s specific processes. In version 3, an option for a further level of granularity was added in the form of sub-artifacts. Example sub-artifacts were added - company specific customization to match SOPs and processes is required.

		The artifacts are labeled either core, meaning that if such a record exists, it must be in the TMF as dictated by either the ICH Guidelines, regulations, or the TMF Reference Model group (ONLY if applicable for the trial), or recommended meaning the artifact does not have to be produced but if it is created or collected, it is recommended to be in the TMF. Since the industry often uses unique names, common alternate names (as relevant) and descriptions are supplied for each artifact. If the artifact is referenced in the ICH Guidelines, the reference is captured in the column “ICH Code”. Similarly, relationship to the sister Electronic Document Management (EDM) Reference Model is captured in the column “EDM Reference Model” and if overlap is present, the artifact name EDM Reference Model, version 1.3, is indicated.  Each artifact has been given a unique Artifact ID Number, which will allow for the tracking of the artifacts and their changes through future updates to the model.

		The artifacts have been organized first by Zones in which like artifacts are grouped together:
1   Trial Management
2   Central Trial Documents
3   Regulatory
4   IRB/IEC and Other Approvals
5   Site Management
6   Investigational Product (IP) and Trial Supplies
7   Safety Reporting
8   Centralized and Local Testing
9   Third Parties
10 Data Management
11 Statistics

The artifacts have secondarily been organized by Sections within each Zone

Artifacts are created and exist at many levels such as trial, country, and site.  An artifact, such as “Safety Management Plan” exists at only 1 of the levels, the trial level.  In contrast, the artifact “Informed Consent” can exist at all three. These levels define the paper format TMF.

		Current activity and next steps

		Feedback on the content of the TMF Reference Model is encouraged and no feedback is ever too small.  Feedback is accepted through the group’s website, http://tmfrefmodel.com/.

The Communications Team of the DIA TMF Reference Model Team meets frequently and focuses on the dissemination of the knowledge of and explanation of the model. The model has been featured in press releases, journal articles, webinars, and meeting presentations.

		Evolution of the model continues as working groups focus on supporting activity.  To become involved with the continued enhancement and maintenance of this TMF Reference Model, submit a request here:

		http://tmfrefmodel.com/join/

		Disclaimer:  In accordance with the DIA Volunteer Code of Conduct, no volunteer shall use any information provided by the Association or acquired as a consequence of volunteer’s services to the Association in any manner other than in furtherance of his or her volunteer duties with DIA.  Volunteers are expected to act at all times in the best interests of the Association and not for personal or third-party gain or financial enrichment. DIA reserves the right to reproduce, license, sell, display, and distribute copies of materials posted to the DIA website, in any medium or technology (including online) consistent with DIA’s non profit and tax exempt purposes.



http://tmfrefmodel.com/join/mailto:feedback@tmfrefmodel.comhttp://tmfrefmodel.com/

Instructions and Glossary

		Item		Description



		Artifact		Records or documents which one would expect to find in a TMF, at both Sponsor and Investigator site.  It is important to note that artifact "progeny records" such as approval/signature pages, amended records or translation documentation are not typically called out uniquely as they belong filed with their related artifact. 

		Alternate Name		A term equivalent to the Artifact Name, that may be commonly known in different facets or geographies of the clinical development industry.

		Sub-artifact		When an artifact name does not explicitly refer to a single kind of record (Trial Management Plan, e.g.), sub-artifacts are intended to provide a means to list all company-specific records that a company would expect to file under a given artifact. Examples are provided in the model but expected to be overridden as part of adopting the Reference Model for your company.

		Combining / Dividing		Any artifacts can be combined as per Sponsor requirements. Should a sponsor require more specificity, rather than dividing an artifact, use the Subartifacts concept introduced in v3.0 of the model to identify the appropriate place for your company's record types. 

		Paper TMF / eTMF		Paper TMF usually presented according to Trial, Country and Site levels. Electronic TMFs denote level using metadata. For single country, combine Trial and Country.

		Core		If created or collected, the artifact must be in the TMF as dictated by either the ICH Guidelines, regulations, or by consensus of the TMF Reference Model group.


		Recommended		The artifact does not have to be produced, but if it is created or collected, it is required to be in the TMF if not housed elsewhere.

		Drafts		Drafts to be excluded unless specifically submitted for approval

		Central and Local Testing		Centralized and local testing zone is intended for all specialty testing vendors, on a global study level, a country level or a site level and should be modified based on the testing utilized.

		ISF		X refers to an artifact that is always part of the ISF; NO refers to one that usually is not - please note there may be some targeted exceptions based on local criteria (i.e. countries).

		IIS		For IIS, M is Mandatory, D is dependant upon the type of study being undertaken, R is recommended





		Zone		Definition of Zone Contents



		01 - Trial Management		Records related to the general design, management and oversight of the study; includes information about the trial team; project management and tracking; committees and charters, and training.

		02 - Central Trial Documents 		Includes the IB, Protocol, and Amendments, Sample CRF, ICF, and the CSR, as well as any ancillary documents directly related to the above. Capture study documents that are related to the protocol, key subject documentation such as the ICF, questionnaire, diary, participation card and clinical study reports including pharmacokinetics in accordance with applicable regulatory standards

		03 - Regulatory		Records related to Regulatory Submissions and Approvals (to/from Health Authorities), Regulatory Filing and Registration Information, and Regulatory Notifications specific to the clinical trial. 

		04 - IRB / IEC and other Approvals		Official communications and exchanges with IRB’s/IECs, including central, national, regional and local. Includes records related to IRB/IEC submissions, approvals, acknowledgments, as well as oversight information about the IRB/IEC. 

		05 - Site Management		Records related to selection, setup and management of investigational sites. Includes central site training and central monitor training. In addition, documentation related to unselected sites. 

				At the trial or country level, this section pertains to multi-site records and communications, such as newsletters, “all-sites” communications, etc. Site specific details will be managed in the Investigator Site Specific File. 

		06 - IP and Trial Supplies		Records related to the products under investigation including comparators - including instructions for shipping, storage, handling, returns and destruction, regulatory requirements, certificates, treatment allocation and decoding, inventory information - also includes supplies needed to fulfill the trial protocol requirements including shipping and returns – and any relevant communications. 

		07 - Safety Reporting 		Records related to trial-specific Safety and Pharmacovigilance management:  This includes the safety management plan, safety database line listings, safety reports, and non-submission communications/documentation

		08 - Central and Local Testing		Records related to central and local laboratory's SOPs, certification (and expiration dates), procedure manuals, current normal value ranges and the Laboratory Director's curriculum vitae (CV).  

		09 - Third Parties		Records related to the establishment and maintenance of a relationship between Sponsors and the Vendors / 3rd-Parties serving Sponsors by contract on the study.  (ex, delegation of responsibilities)

		10 - Data Management		Records related to Data Management activity on the study. Includes subject data (completed CRFs or Final EDC Data). Database definition

		11 - Statistics		Records related to Biostatistics and Statistical Programming activity on the study.





		Abbreviation		Full name



		CDISC		Clinical Data Interchange Standards Consortium

		CIOMS		Council for International Organizations of Medical Sciences

		CoC		Change of Control

		CRF		Case Report Form

		CRO		Contract Research Organization

		CSR		Clinical Study Report

		CTA		Clinical Trial Application

		CV		Curriculum Vitae

		DEA		Drug Enforcement Administration

		DSMB		Data Safety Monitoring Board

		eCRF		Electronic Case Report Form

		EDC		Electronic Data Capture

		ePRO		Elecetronic Patient Reported Outcomes

		EU		European Union

		FDA		Food and Drug Administration

		GCP		Good Clinical Practice

		GMP		Good Manufacturing Practice

		IB		Investigator Brochure

		ICH		International Committee on Harmonization

		ID 		Identification

		IDE		Investigational Device Exemption

		IDMC		Independent Data Monitoring Committee

		IEC		Institutional Ethics Committee

		IMPD		Investigational Medicinal Product Dossier

		IND		Investigational New Drug Application

		IP		Investigational Product

		IRB		Institutional Review Board 

		IRT		Interactive Response Technology

		ISF		Investigator Site File, includes ancillary documents such as pharmacy files

		IV		Intra venous

		IVRS		Interactive Voice Randomization System

		IWRS		Interactive Web Randomization System

		MRI		Magnetic Resonance Imaging

		NIH COI		National Institure of Health Conflict of Interest

		ODM		Operational Data Model

		PI		Principal Investigator

		PK		Pharmacokinetic

		Q&A		Questions and Answers

		QC		Quality Control

		QP		Qualified Person

		SAE		Serious Adverse Event

		SAP		Statistical Analysis Plan

		SDTM		Statistical Time Division Multiplexing

		SOP		Standard Operating Procedure

		Sub I		Sub Investigator

		SUSAR		Suspected Unexpected Serious Adverse Reaction

		TLF		Tables, Listings & Figures

		TMF		Trial Master File

		TSE		Transmissible Spongiform Encephalopathy

		UAT		User Acceptance Testing

		URS		User Requirement Specifications

		USADE		Unexpected Serious Adverse Device Events 

		xEVMPD		Extended EudraVigilance Medicinal Product Dictionary





Computer System Validation

		Computer System Validation 



		The variety of computer systems utilized in execution of clinical trials continues to grow, and includes both 'core' systems that are used for many trials and systems that are developed and/or configured for specific trials. ICH 5.5.3 suggests that when trial data handling systems are utilized, sponsors should complete computer systems validation (CSV) processes to "Ensure and document that the electronic data processing system(s) conforms to the sponsor's established requirements for completeness, accuracy, reliability, and consistent intended performance."

The TMF Reference Model includes artifacts for IRT systems (Zone 6) and CDM/EDC systems (Zone 10). The CSV artifacts are not consistent between these two zones. In anticipation of new types of clinical trial data systems and in order to more consistently account for CSV artifacts, a TMF Reference Model CSV tab has been included. This list is intended to include in scope only those computer systems which are specifically developed or configured to handle data and electronic records for a specific clinical trial (for example, the computer systems development of most Clinical Trial Management Systems is not trial-specific thus CTMS computer systems validation documentation would not be expected to be in scope). 

Use of these artifacts is strictly optional for the TMF Reference Model, either within zones or as a new zone - Zone 12 . An assessment will be made in the future on formally incorporating Zone 12 into the model. Your ongoing feedback & experience related to the classification of CSV artifacts is welcomed by the TMF Reference Model team.



		Artifact name		Alternate names		Definition/Purpose		Core or Recommended for inclusion		ICH Code

		Specification		Requirements		Define the baseline for computer systems validation - what the computer system should do. Common documents for this artifact include (based on scope and magnitude of the computer system): Business/User Requirements, Functional Requirements, Technical Requirements, Performance Requirements, and Configuration Specifications.		Core (if applicable)		5.5.3


		Signoff		Summary Report
(Computer System) Validation Report
		Record the results of a completed CSV project, including the conclusion that the computer system has been validated for its intended use. Document decision to release the computer system to a production environment.		Core (if applicable)		5.5.3


		Computer System Validation Packet		Validation Package
Validation Documentation
Release Documentation		All other relevant computer systems validation documentation for the associated project. Specific documents to be included will vary based on company SOPs for computer systems validation, but may include documents of the following types & names:

Plans: Define the scope, objectives, and risk assessment for a planned CSV project. Common documents for this artifact include Risk Analyses, Supplier Assessments, Project Quality Plans, Software Development Plans, Project Schedules, Configuration Management Plans, Data Migration Plans, Data Archiving Plans, and Communication Plans.

Designs: Define how the computer system should be setup to fulfill the requirements & specifications. Common documents for this artifact include:  Functional Designs, Technical Designs, and Design Review Meeting Minutes.

Tests: Evidence of test methods planned and executed for the CSV project. Should include both dynamic and static analyses. Common documents for this artifact include: Test Plans/Protocols, Test Scripts (pre-execution and post-execution), IQ, OQ, PQ, Traceability Analysis/Matrices, and UAT Signoff)

Change Control: The record of system change requests from initial creation through to resolution.		Recommended






eTMF

Przyktadowe wymagania | Minimalnie

Struktura TMF

5y

Y]

Przechowywanie i archiwizacja dokumentacji badania

Audit trail

)

)

Kontrola dostepu (uprawnienia)

Metadane i kontrola poprawnosci

Automatyczne zarzgdzanie wersjami dokumentow

Raporty kompletnosci, terminowosci itp.

Wsparcie inspekcji i audytow

Obstuga tadowania dokumentacji masowej (skany)

Podpisy elektroniczne
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Oczekiwania: Mozliwosci:
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Z pamietnika Oferenta
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eTMF - MoSCoW Prioritization

Zarzadzanie dokumentacja
zgodng z wytycznymi EMA:
System powinien umozliwiac
przechowywanie dokumentacji
badania klinicznego zgodnie z
wymaganiami EMA dotyczgcymi
eTMF.

Kontrola dostepu i uprawnienia:
Zapewnienie kontrolowanego
dostepu do dokumentéw zgodnie

z rolami uzytkownikéw oraz
zasadami dostepu zdefiniowanymi
przez EMA.

Audyty i Sledzenie zmian:
Mozliwos¢ przeprowadzania
audytéw systemu eTMF oraz
Sledzenie zmian w dokumentacji
w sposdb zapewniajacy zgodnosc
z wymaganiami regulacyjnymi.

Elektroniczne podpisy i
identyfikacja uzytkownikéw:
System powinien umozliwiac
stosowanie elektronicznych
podpiséw oraz jednoznaczng
identyfikacje uzytkownikéw w
celu zapewnienia autentycznosci
dokumentow.

Automatyzacja procesow
przesytania dokumentéw do
eTMF: Mozliwosé
automatycznego przesytania
dokumentéw z innych systemow
(np. eCRF) do systemu eTMF.

Wsparcie dla réznych formatéw
dokumentéw: Obstuga
réznorodnych formatéw
dokumentéw (np. PDF, Word)
oraz mozliwos¢ konwersji
dokumentéw na zgodne formaty
archiwizacyjne.

Systemy raportowania i analizy
danych: Ztozone funkcje
raportowania i analizy danych,
ktore sg typowo obstugiwane
przez dedykowane systemy do
analizy danych klinicznych.

Integracja z systemami
zarzadzania danymi klinicznymi
(CTMS): Integracja z systemem
zarzadzania danymi klinicznymi
dla tatwego dostepu do
zintegrowanych danych
badawczych.

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



EDC - Electronic Data Capture,
czyli eCRF i otoczenie

» EDC - Electronic Data Capture
» eCRF - Case Report Form

> eCOA - Clinical Outcome Assesment

» ePRO - Patient Reported Outcomes
» eDiary - elektroniczny dzienniczek pacjenta
» BYOD - Bring Your Own Device

» mHealth - mobile apps

> wearables g @

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



eCRF
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EDC (eCRF)

Przyktadowe wymagania | Minimalnie

Formularze do zbierania danych

5yl

Walidacja danych (edit checks)

Y]

Kontrola dostepu (uprawnienia)

)

Audit trail

)

Randomizacja/IWRS (jesli dotyczy)

Queries

SDV

Raporty, notyfikacje, powiadomienia, wydruki

Zarzadzanie IMP

Obstuga S/AE
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Z pamietnika Oferenta — eCRF

Przedmiot zamowienia: CRF z IWRS, hosting; zadania do realizacji:

A w sekcji 1.2 Funkcjonalnosci systemu:

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Z pamietnika Oferenta — eCRF

Przedmiot zamowienia: CRF z IWRS, hosting; zadania do realizacji:

A w sekcji 1.2 Funkcjonalnosci systemu:
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g)

Platforma dla tabel, wykazdw i rycin:

MMinimalne wymagania dotvczace widoku:

a.

C.

Wykaz niewypetnionych wizyt, ktore powinny odbyc sie i zostac wpisane
do systemu w czasie 3-5 dni od wizyty.

Wykaz zapytan generowanych do zapiséw w eCRF wymagajgcych
wyjasnien (ang. Querdw).

Wykaz stron, ktore wymagajg podpisu Gtownego Badacza.

hMinimalne wymagania dotvczace widoku zakiadek dla pacientdw:

d.

Mumeryczny widok pacjentow — usystematyzowana kolejnoic numercw
pacjentow wigczonych do badania.

Widok zakiadek przynaleinych do kaidego pacjenta skonstruowanych
zgodnie z protokofermn badania, w tym m.in.:

Zakfadki wizyt pacjenta (wyszczegdlnienie czynnosci | procedur
wykonywanych w ramach danej wizyty, wraz z sugestig kolejnych
wizyty mieszczacych sie w oknie czasowym).

Zaktadka dla lekow towarzyszgcych jak i dla lekow z badania
zawierajgce m.in. takie informacje jak informacie dotyczgce
powodu podania leku, dawkowania lekow, kontynuacji oraz
zaprzestania leczenia.

WY audiig, wOL YRS UT-nne.
13) Muduf tworzenia przejsciowych raportow z baz danych zawierajgoych wyniki testow statystycznych wraz z
interpretacjami i opisem wnik&wl

8)

10

—_—

e ——— cmm mmeap s e g

Przydziat lekow i zarzagdzanie nimi (modut zarzadzania zaopatrzeniem) w tym:

- zarzgdzanie zapasami/dostawami lekow,

- sledzenie przydziatow lekow i przesylek,

- alokacja lekow,

- zarzgdzanie fancuchem dostaw lekéw od wysylki do ponownej dostawy,

- rozliczenie pakietow dla pacjentdw oraz kontrola nad przygotowaniem oraz dystrybucja lekow,

- powiadomienie e-mail wyzwalane przez niestandardowe zdarzenia (np. inicjacja wysylki, niski prog dostaw).

Zarzgdzanie pacjentem i lekami w zaleznosci od przydzielonych funkcji w badaniu (szyfrowany dostep do

badania): uprawnienia dostepu moga obejmowac, ale nie s3 ograniczone do nastepujacych pracownikdw:

- Gléwny Badacz (ang. Principal Investigator) wraz ze Wspdtbadaczem i Koordynatorem badania — dostep do
panelu randomizacji pacjenta, mozliwosc rejestracji wizyt pacjenta w systemie.

- Personel apteki (farmaceuta/farmaceuci) (ang. Pharmacist) — dostep do paneli zarzadzania lekiem w
badaniu, mozliwos¢ koordynacji stanu zasobdw leku w osrodku.

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Przez kodowanie systernu nalezy rozumied: kodowanie medyczne systernu polegajace na uzyciu
ocdpowiednich aplikacji pozwalajacych na kodowanie danych zebranych w systemie; kodowanie
medyczne w badaniach klinicznych ma na celu klasyfikacje danych z badan klinicznych, takich
jak zdarzenia niepozadane i leki przechwycone podczas procesu opracowywania leku zgodnie z
wane przez Agencje Badan Medycznych, Polska, numer Projekiu 201974 ma}-ti;zn}rmi MEdD,RJ?{' .PriEdH;Hﬁt}: irg aplih@ qa ppwir;r;a ""T"f”.”m’f hEZFIiECIE.ﬁ SFJT:]D system,
al trial assessing the efficacy and safety of adding cladribine for treg Eta © utrzymywac Sclezke au }It"." oclowan|e moze ocbywac sie automatycznie [ub recznie.

) ) , - i rzez czyszezenie baz danych nalezy rozumnied: proces polegajacy na przesiewaniu,

gravis, Project number 2013/ABM/01/00061, financed by the Medical diagnozowaniu i edycji podejrzanych nieprawidtowosci danych. W zwiazku z tym czyszczenie
danych powinno koncentrowac sie na tych bledach, ktdre wykraczajg poza niewielkie réznice
Numer postepowal techniczne i ktdre stanowig powazng zmiang w obrebie lub poza rozklademn populacji
uczestniczace] w badaniu (pacjenci poddani terapii wynikajacej z protokotu badania). Z kolei
czyszczenie danych musi opierad sig na znajomosci heddw technicznych i oczekiwanych
zakresdw wartosci normalnych. Reasumujac wyodrebnienie takich wartosci odstajacych jest

f) Data Backup - modul automatycznego twaorz{ Wainezarowno dla peprawy jakesci danych, zgodnie z wytycznymi GCP, jak i dla zmnigjszenia
wphywu wartosci odstajacych w procesie analizy danych i eksploracji danych.

Zapasowe).

g} Kodowanie systemu wraz z czyszczeniem baz danych'
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Ale sa tez rzeczy przemyslane:

il Au
— mechanizm zapytan do wpiséw w systemie takich jak biedy
dotyczgce zapisow informacji dotyczacych wizyt, ktore odbyiy sie poza
oknem czasowym, niezgodnosci z protokoferm wykonania procedur, formatu
daty i innmych.

k) Zintegrowany system e-mailingu pozwalajgcy na wysylanie zaproszen oraz
przypomnien do uiytkownikow wraz z pytaniami do Badacza dotyczgcoych
wyjasnienia biedu lub niezgodnosci wykrytych podczas przegladu danych
zgromadzonych w czasie badania klinicznego.

I} System generujacy _ (np. o zdarzeniach
niepoigdanych, powiadomienia o statusie pacjenta, otwieranie i zamykanie
kohort, powiadomienia e-mailowe itp.).

Modut umaoiliwiajacy

n) - oHliwoSEdriKoWania wypelionyeh formularzy eCRE.

o] Motliwoid drukowania wypetnionych formularzy CIOMS (ang. Council for
International  Qrganizations of Medical Sciences) - informacji
o niepoigdanym dziataniv produktu leczniczego.

bl Automatyczne powiadamianie o rejestracji/zmianie SUSAR, SAE, ADR oraz

gromadzenie danych o SUSAR, SAE, ADR w systemie.
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»

Przykitad pozytywny dla eCRF

System wysyla powiadomienie o zblizajacym sie terminie koniecznosci zmiany hasta min 1 raz na

90 dni (w dniu wygasniecia hasla oraz z 7 dniowym wyprzedzeniem).

Opcja restartowania hasta poprzez przestanie kodu aktywacyjnego na e-mail/telefon uzytkownika.

6. Opcja wylogowania po okreslonym czasie nieaktywnosci uzytkownika.

Konta dla uzytkownikow - wymagania funkcjonalne systemu dotyczace uwierzytelniania

uzytkownika i réznych uprawnien w zaleznosci od roli uzytkownika m.in. dla:

a. Monitor (ang. Clinical Research Associate) - uzytkownik odpowiedzialny za przeglad i

weryfikacje danych oraz za wysylanie zapytan (query)

b. Badacz (ang. Investigator) - uzytkownik odpowiedzialny za wprowadzanie danych z badania

do eCRF i odpowiadanie na zapytania

FUNKCJONALNOSCI SYSTEMU

DOSTEP

1. System umieszczony na dedykowanym serwerze, dopuszcza sie uzycie serwera wirtualnego.
Zabezpieczenia fizyczne serwerow, serwery ulokowane na terenie UE. Wykonawca ponosi wszelkie
koszty utrzymania przestrzeni serwerowej, infrastruktury dedykowanej dla badania oraz licencji
na oprogramowanie serwera.

2. Dostep do Systemu z 24 godziny na dobe, 7 dni w tygodniu, dowolnego miejsca i w dowolnym
czasie, z poziomu przegladarki internetowej (np. Chrome, Firefox, MS EDGE) dla czlonkow zespolu
w raznych lokalizacjach zgodnie z przyznanym dostepem.

3. System zapewnia kontrole dostepu przed osobami nieupowaznionymi, tj. osoba podejmujaca
dziatanie powinna by¢ zarejestrowana przez system. Niezbedna jest unikalna identyfikacja
uzytkownika (login, nazwa uzytkownika, hasto, PIN itp.). Dostep do poszczegolnych czesci

systemu ograniczony jest za pomocg systemu praw (poziomow) dostepu.
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1a wad przedmiotu zamowienia

r okres obowigzywania umowy w

Zgloszenia telefoniczne w dni
-az mailowe 24h/dobe. Usuwanie

umowy.




Przyktad wynikow przetargu na CRF (z opcja DM i STAT)

1200 000,00

L 600.000.60 Przetarg na CRF, DM i STAT

600 000,00

400 000,00

200 000,00

0,00

Zrédto: opracowanie wlasne na podstawie danych wtasnych oraz https://wum.ezamawiajacy.pl/pn/wum/demand/notice/public/138238/details
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CTMS - Clinical Trial Management System

Przyktadowe wymagania Minimalnie

Harmonogramowanie
Sledzenie postepédw — milestones
Zarzadzanie budzetem

Baza o$rodkow i badaczy, potencjatu

Zarzadzanie rekrutacja

Kontrola monitorowania (raporty z wizyt)

Rozliczanie badania, osrodkow

Dostep dla réznych interesariuszy (Sponsor, CRO, CRA)

Integracja réznymi modutami: eTMF, EDC, PV, IMP management itp.

Zarzadzanie ryzykiem
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Wymogi i wytyczne dla systemow
komputerowych

» EMA GMP Annex 11 Computerised System (przygotowywana
aktualizacja)

> FDA CFR 21 Part11Electronic Records; Electronic Signatures - Scope
and Application

» EMA Guideline on computerised systems and electronic data in
clinical trials

> FDA Guidance for Industry. Computerized Systems Used in Clinical
Investigation
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Annex 11 — planowana aktualizacja

4. Proposed timetable

158 Preparation of draft concept paper from October 2021
159 Approval of draft concept paper by EMA GMP/GDP IWG October 2022

Release for consultation of draft concept paper (2 months

160 . October 2022
consultation)

161 Deadline for comments on concept paper December 2022

162 Discussion in EMA GMP/GDP IWG and PIC/S Committee drafting from March 2023
group

163 Proposed. release for consultation of draft guideline (3 months December 2024
consultation)

164 Deadline for comments on guideline March 2025

165 Adoption by EMA GMP/GDP IWG March 2026

166 Publication by European Community June 2026

167 Adoption by PIC/S Sub-committee on GMDP Harmonisation September 2026
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EMA Guideline

» EMA: Guideline on computerised systems and electronic data in clinical trials (zastgpity
wczesniejsze wytyczne skupiajgce sie na CRF)
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-computerised-systems-and-electronic-data-
clinical-trials_en.pdf

» Dla systemow ,,...used in the creation/capture of electronic clinical data and to the control of
other processes with the potential to affect participant protection and reliability of trial

data, in the conduct of a clinical trial of investigational medicinal products (IMPs).”

» Otwarty katalog systemoéw, ktérych dotyczg: eCRF,ePRO, eTMF, systemy automatycznego

odczytu temperatury sktadowania IMP, elektroniczna dokumentacja medyczna, CTMS...

» Risk-based approach
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Analizujagc algorytmy, ktore uzyskaty
certyfikacje FDA w latach 2016-2022:

» 43% nie ma klinicznej walidacji,

» 28% zwalidowana byta tylko na danych retrospektywnych.

Source: https://medicalxpress.com/news/2024-08-fda-ai-medical-devices-real.html
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Al Act — nowe regulacje od lipca 2024

Klasyfikacja ryzyka systemow Al

>
>

Al Act klasyfikuje systemy Al na podstawie poziomu ryzyka:
Niedopuszczalne ryzyko: Systemy, ktore sg zakazane ze wzgledu na ich potencjalne zagrozenie dla

bezpieczenstwa i praw podstawowych.

» Woysokie ryzyko: Systemy, ktére mogg znaczgco wptynac na zycie ludzi, np. w sektorze zdrowia.

» Ograniczone ryzyko: Systemy wymagajgce spetnienia okreslonych obowigzkéw w zakresie

YV V V V

przejrzystosci.

Minimalne ryzyko: Systemy, ktére nie podlegaja szczegdlnym obowigzkom.

. Wymogi dla systemoéw Al wysokiego ryzyka

Systemy Al sklasyfikowane jako wysokiego ryzyka muszg spetniac szereg wymogow, w tym:
Ocena zgodnosci przed wprowadzeniem na rynek: Obowigzek przeprowadzenia oceny zgodnosci
systemu Al przed jego wprowadzeniem na rynek.

Zarzadzanie ryzykiem: Wymog identyfikacji i minimalizacji potencjalnych zagrozen zwigzanych z
systemem Al.

Dokumentacja techniczna: Obowigzek prowadzenia szczegdétowej dokumentacji technicznej
systemu Al.

Monitorowanie po wdrozeniu: Koniecznos¢ ciggtego monitorowania dziatania systemu Al po jego

wdrozeniu.

Wymogi dotyczgce danych treningowych

» Dane wykorzystywane do trenowania, walidacji i testowania systeméw Al wysokiego
ryzyka musza by¢:

» Odpowiednie i reprezentatywne: Dane powinny odzwierciedla¢ réznorodnos¢ sytuaciji, w

ktorych system bedzie uzywany.

Wolne od bteddw i uprzedzen: Dane powinny by¢ jak najbardziej doktadne i nie zawierac

uprzedzen, ktére mogtyby wptynac na dziatanie systemu.

» Zarzgdzane zgodnie z odpowiednimi praktykami: Dane powinny by¢ zbierane i

zarzgdzane zgodnie z ustalonymi praktykami zarzgdzania danymi.

Obowigzek nadzoru ludzkiego

Transparentnosc¢ i informowanie uzytkownikow

Source: https://eur-lex.europa.eu/eli/reg/2024/1689/0j/eng
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Data integrity — ALCOA++

Attributable — Dane muszg jasno wskazywag, kto je stworzyt lub zmodyfikowat.

Legible — Dane powinny byc czytelne i zrozumiate przez caty cykl ich zycia.

Contemporaneous — Dane muszg byc¢ zapisywane w czasie rzeczywistym, w momencie ich powstania.

Original — Dane powinny by¢ przechowywane w swojej oryginalnej formie lub jako wierna kopia (certified copy).
Accurate — Dane muszg by¢ doktadne, wolne od bteddow i zgodne z rzeczywistoscia.

Complete — Wszystkie istotne informacje muszg byé zawarte, nic nie moze zosta¢ pominiete.

Consistent — Dane muszg by¢ spdjne w czasie i zgodne z ustalonymi procedurami.

Enduring — Dane muszg by¢ trwate, zachowane w sposdb umozliwiajacy ich przyszty dostep.

Available when needed — Dane muszg by¢ tatwo dostepne w dowolnym momencie, gdy sg potrzebne.

Traceable — Musi by¢ mozliwe przesledzenie historii danych, od ich zrédta po wszystkie modyfikacje.
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Walidacja systemow komputerowych

Nie myli¢ z planem walidacji danych!

Walidacja — w naukach technicznych i informatyce dziatanie majgce na celu potwierdzenie
w sposéb udokumentowany i zgodny z zatozeniami, ze procedury, procesy, urzgdzenia, materiaty,
czynnosci i systemy rzeczywiscie prowadza do zaplanowanych wynikéw.

Zrédto: Wikipedia ©

Validation: A process of establishing and documenting that the specified
requirements of a computerized system can be consistently fulfilled from design until
decommissioning of the system or transition to a new system. The approach to
validation should be based on a risk assessment that takes into consideration the
intended use of the system and the potential of the system to affect human subject
protection and reliability of clinical trial results." (ICH E6 R2 1.65)
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Walidacja systemow komputerowych

Weryfikacja Walidacja

Testowanie

3\1"

To, co tworzymy/uzywamy:

» jest zgodne z przeznaczeniem

» jest zgodne z wymaganiami uzytkownika
(intended use)

» mamy na to obiektywne i trwate dowody
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Zrozumienie co chcemy osiaggnac jest naprawde wazne...
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Walidacja: Dlaczego, co, kto i jak?

Dlaczego FDA i EMA — regulacje i wytyczne

EMA : (...) computerised systems, (including instruments, software and 'as a service') used in
the creation/capture of electronic clinical data and to the control of other processes with the
potential to affect participant protection and reliability of trial data

Odpowiedzialny jest ten, ktory uzytkuje system! Nawet jesli opiera sie na dokumentacji dostawcy.

Patrz wytyczne!
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Walidacja: nowe regulacje CH GCP (R3)

> Wiecej o systemach informatycznych
» podziat obowigzkéw Sponsora i Badacza
> Fit-to purpose

» Zarzadzanie ryzykiem
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Walidacja: Dlaczego, co, kto i jak?

FDA i EMA - regulacje i wytyczne

pr Commission Européenne, B-1049 Bruxelles / Europese Commussie,
B-1049 Brussel - Belgium
Telephone: (32-2) 299 11 11

Principle

This annex applies to all forms of computerised systems used as part of a GMP regulated
activities. A computerised system 1s a set of software and hardware components which
together fulfill certain functionalities.

The application should be validated: IT infrastructure should be qualified.
Where a computerised system replaces a manual operation. there should be no resultant

decrease in product quality, process control or quality assurance. There should be no inerease
i the overall risk of the process.
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Jak powinien wygladac¢ proces walidacji?

anowanie jakoscl / STRO NA
TRZECIA
Smagon
Spectads — | Metody . Metody | Metody
— techniczne techniczne techniczne
Kodowanie N
& - . | Metody  Metody | Metody
> N T proceduralne proceduralne proceduralne
‘ Instalacja : U
- - g
o7 -53 L Audyt strony Audyt strony .| Audyt strony
=5 sz *"\ trzeciej trzeciej trzeciej

Wycofanie z //
uzytkownia <

WENGENE i
systemow informatycznych
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Dokumentacja walidacji — Dowody zgodnosci
z regulacjami (Annex 11 /21 CFR Part 11 / ALCOA+)

» Plan walidacji: ‘

» URS (User Requirement Specification)
» Metody walidacji/testowania (np. zgodnie z GAMP-5 1Q,0Q,PQ)
» Harmonogram

» Odpowiedzialnosé

»Raport z walidacji
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Przyklad:

Raport z walidacji

Aplikaga np. eCRF Mumer wersji

customizedfoff-the
Typ y=temu shelf/other Catz

Tyt badania

Frzedstawienie wynikow procesu walidadi systemu eCRF zgodnie 2 wytycznymi EMA
Celraporty dotyczgoymi walidagji systemaw komputerowych w badaniach kiinicznych.

Odpowiedziainy lane Doe
Zecpol walidacyjny Cronek zecpoiu
Cronek zespoiu

Flan Realizaca

Prrygotowanie Planu
walidad 01.02.2025 31.01.2025
. o
Harmonaoeram waldagi v -

weryfikacyjne 12-25.02.2025 12-25.02.2025

AR raport
stepny rapo 01032025 03.03. 2025
Zatwiendzenie raportu 10.03. 2025 10.03. 2025
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Przyklad:

Nr Obszar walidacji Wymagania Obszary Plan realizacji wymagan spetnienie realizacji wymagan Dowody Status Uwagi
Istnigje opisana fistz wymagan
1| URS - wymagania uiytkownika krytycznych z punktu widzenia weryfikaga dokumentagi Istnigie dokument URS CRF-URS v. 1.0 w lokalizagi ... speiniony
uiytkownika oraz wymagan ICH ES
Bezpieczefstwo - procedura SCF ...
fizyczne - wniosek o nadanie uprawnien do
Bezpieczefistwe i pofityka dostepu 2‘;’::2:_5 Zﬁpﬁa ne zasady ;es::l?el:;;y_me ::::n::ni;:g’ wenTkacs Firma posiada procedury zarzadzania S‘:Iks:e.:a:-_:P?I= dia paniYzdnia, Zatwierdzony Brak znalezionych problemdw
antywirusowe dastgpem - Raport z tesow penetracyjnych z dnia
2 Foftyka dostspéw
Czy eCRF odrwierdiedla
zaboienia protokotu
Funkcionaingdé eCRF &CRF s_pern'a Wymagania protokofu badaniz? testy manugine P'nep'tm'adnen'e: wdokumentowanie | Flan testow v. 10 '-\ ol:_a izagji... Zatwierdzony Poprawne dristanie wszysthich pé
- badaniz testow akoeptacyjnych Raport 7 testow apikad
Czy istnielg opisane
3 wymagania dla eCRFF
Zwolnienie wersji powinno byd
potwierdzone pisemnie przez osobg Approval Formv. 1.0 zdnia ... W
4 | Zwolnienie wergji upowainiong weryfikags dokumentagi Istnigje dokument rwolnienia wersji wokalizag Zatwiendzony
Istnigje dokuemntadjz respofu
dewslopertw tworzgoych eCRF Lista coéonkdw zespofu wlokalizadi ...
Zespdl deweloperow crionkowie zespofu majg aktuaine CV | CV conkdw zespofu - aktuaine w
Ferzonel posiada odpowiednis Zespdd Data Perzonel posiads sktuaine stholenia zystemis HR
5|=szkoleniz kwalfikade [...) Manzgement wenyfikada dokumentadi Zatwierdzony

5| Zarzgdzanis zmiang

wWymagane procedurg SOF ...

10.03.2025

Podipis esoby odpowiedzialne]:
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Bezpieczenstwo systemow,
archiwizacja, RODO

» Archiwizacja

» Dostepnosc systemu
» Czas reakcji

»RODO

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Plan szkolenia
Dzien 3 - 05.06.2025

» 09:15-10:45 Systemy i narzedzia wykorzystywane w
zarzgdzaniu badaniami klinicznymi

> 10:45 - 11:00 Przerwa
11:00-11:45

Temat #2 Zarzadzanie budzetem projektu
» 11:45 - 12:30 Zarzadzanie ryzykiem w projekcie
> 12:30 - 12:45 Przerwa

» 12:45 - 14:15 Metody zarzadzania, prawidtowe stosowanie ich, w celu

zapewnienia kontroli nad projektami - Case Study
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Jak powstaje budzet?

Postepowanie (przetarg, Budzet
konkurs, negocjacje)

'
ﬁ{ﬂ

—

Pomysl, zapytania,

. 5 Umowa
dofinasowanie
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lle to kosztuje? Koszty CRO

Kliniczne Obserwacyjne | Retrospektywne
(nadcisnienie) (med.dev.) (onkologia)

Czas trwania 5 lat 1 rok 1,5 roku
Liczba pacjentéw 130 90 500
Liczba osrodkow 6 5 18

Wartos¢ projektu 12,5 min PLN 600 tys. PLN 900 tys. PLN

Kliniczne Kliniczne Retrospektywne
[T (e (long COVID) (wyréb med.)
diagnostycznych)

Czas trwania 2 lata 6 lat 6 m-cy
Liczba pacjentéw 140 116 200
Liczba osrodkow 1 11 3
Wartos¢ projektu 2,5 min PLN 15 min PLN 400 tys. PLN

Zrédfo: kompilacja danych wtasnych oraz informacji ABM
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lle kosztuje prowadzenie badania (Sponsor)?

Estimated Total Costs for a Typical Trial in the U.S.

« Overall Average: $30-50 million for a full clinical trial (all phases combined) in the
U.S.

« By Participant: Estimated at $36,500 per participant across all phases.

https://www.sofpromed.com/ultimate-guide-clinical-trial-costs
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Skad takie koszty?

Przygotowanie produktu — koszty Sponsora

Koszty badan (procedury medyczne, badania itp.)

Koszty badaczy i osrodkéw

YV V YV V

Koszty podwykonawcéw (logistyka, laboratoria, obstuga
IMP)

» Koszty CRO

» ...1to moze nie byc¢ koniec listy...

https://ww.sofpromed.com/ultimate-guide-clinical-trial-costs
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Zarzadzanie budzetem

‘ Zakres '
< >< Szybko >

{e)
A

Budzet

2]



Nic statego na tym Swiecie...

regulacji
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Service

Medical Writing
Medical Writing
Medical Writing
Medical Writing
Medical Writing
Medical Writing
Regulatory
Regulatory
Regulatory

Data Management
Data Management
Data Management
Data Management
Data Management
Data Management
Data Management
Data Management
Data Management
Data Management
Pharmacovigilance
Pharmacovigilance
Pharmacovigilance
Pharmacovigilance
Pharmacovigilance
Sites management
Sites management

[ QT T

Zakres projektu i podziat obowigzkow

Task
Protocol
1B
ICF
Medical writing - other documents
CSR

CA submission
EC

eCRF

eCRF integration
eCRF hosting
eCRF helpdesk
Data management
DMP

MedDRA coding
Data transfer
CD-ROM archives

SMP

Safety database maintenance
Medical Monitoring

DSUR

Sites feasibility
Sites contracting

Cldmr m 7o o~ o

Data start

@) c
5 &
X
X
X
X
X
X
X
X
N/A
X
X
X
X

sor
Othe

party

Comments
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Przygotowanie badania

i dokumentacja wstepna

Opracowanie zatozen
badania

Protokot

Broszura badacza -
Investigators Brochure (IB)

Formularz Swiadomej zgody
- Informed Consent Form
(ICF)

Informacje dla pacjentow

Gtéwny badacz — rekrutacja,
umowa

Rejestracja badania

Competent Authority (CTIS)
Ubezpieczenie Sponsora

https://ww.sofpromed.com/ultimate-guide-clinical-trial-costs
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Koszty osrodkow
i badaczy

Ocena wykonalnoSci
(feasibility) - ankiety, wizyty

Negocjacje i zawieranie
umow

Wynagrodzenia badaczy i
osrodkow

Koszty procedur
Optaty archiwizacyjne

Spotkanie badaczy -
Investigator Meeting




Koszty podwykonawcow

(vendoréw) Data Management Monitoring
Laboratoria Plan zarzgdzania danymi - Plan monitorowania -
Diagnostyka Data Management Plan Monitoring Plan
Transport specjalistyczny zgasiz:]ma EDC/gromadzenie W!zyty otW|feraja‘<:e SIvV
Rozliczanie kosztow o Wizyty monitorujgce IMV
pacjentom Randomizacja Wizyty zamykajgce COV
Akcje informacyjne Walidacja Remote monitoring

Dzienniczek pacjenta,
aplikacja ePRO

Czyszczenie danych
Zamkniecie bazy danych
Wsparcie badaczy

Transfer danych

Reconciliations

https://ww.sofpromed.com/ultimate-guide-clinical-trial-costs
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Nadzor nad
bezpieczenstwem

Biostatystyka Raport z badania

Plan zarzadzania Opracowanie Raport koncowy CSR -
bezpieczenstwem - Safety statystycznych zatozen Clinical Study Report
Management Plan badania

CTIS, clinicaltrials.gov

Biezaca obstuga zgtoszen Plan analizy statystyczne;j - Dokumentacja do submisji
Raportowanie: SUSAR, SAP Publikacje
raporty okresowe Projekt tabel, wykresow i
DSMB list - TFLs
Raport statystyczny

Medical Monitoring
Jakos¢ raportu (double
programming)

https://ww.sofpromed.com/ultimate-guide-clinical-trial-costs
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Zarzadzanie

eTMF Pacjenci IMP

projektem

Trial Master File Plan komunikaciji, Akcja informacyjna Przygotowanie
Ponsaradions osmydojusaw Pty
ISF - dokumentacja Tt . 4
w osrodkach Raportowanie . Hmagzenia ok Medical Product)
t .
Komunikacja, OSzly przesyte Logistyka
spotkania Placebo
Koordynacja Zwolnienie do
zespotow, nadzor badania
nad
podwykonawcami

Szkolenia zespotu

https://ww.sofpromed.com/ultimate-guide-clinical-trial-costs
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Plan szkolenia
Dzien 3 - 05.06.2025

» 09:15 - 10:45 Systemy i narzedzia wykorzystywane w zarzgdzaniu

badaniami klinicznymi

> 10:45 - 11:00 Przerwa
» 11:00 - 11:45 Zarzadzanie budzetem projektu

11:45-12:30

Temat #3 Zarzadzanie ryzykiem w projekcie
> 12:30 - 12:45 Przerwa

> 12:45 - 14:15 Metody zarzadzania, prawidtowe stosowanie ich, w celu

zapewnienia kontroli nad projektami - Case Study
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Ryzyko

Ryzyko — to niepewne
zdarzenie, ktére w przypadku
wystgpienia bedzie mie¢ wptyw
na osiggniecie celow.

(PRINCE2 — Skuteczne zarzadzanie projektami R. 8.1 i 8.2)
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Dlaczego zarzadzac ryzykiem?
» Wytyczne ICH i inne regulacje

np. GCP ICH E6 R3: The responsibility of the sponsor entails the
implementation of risk-proportionate approaches to ensure the
rights, safety and well-being of the trial participants and the
reliability of the trial results throughout the clinical trial life cycle.

» Doswiadczenia innych ludzi
» Zdrowy rozsagdek:
» Zdolnos¢ dostosowania sie do zmian
» Podejmowanie przemyslanych decyzji
» Poprawa jakosci ustug
» Kontrola kosztow

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Jak zarzadzac¢?

» Zrozumieé kontekst projektu i okresli¢ cele PLAN
» Zapewni¢ aktywny udziat interesariuszy @

» Wprowadzi¢ kulture wspierajgcg zarzadzanie
ryzykiem

» Okresli¢ role i obowigzki w obszarze ryzyka
» Monitorowacd sygnaty wczesnego ostrzegania

» Cykliczne przeglady i regularne raporty Wytyczne

. : ACT
ICH i inne regulacje

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515
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Ryzyko nie jest dane raz na zawsze...

podjeciem
jakiegokolwiek
dziatania w celu
zarzgdzania nim

m, Rezydualne
Wystepujace przed

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515

Pozostate po
zastosowaniu reakcji
na ryzyko

Moze wystgpig jako
skutek reakcji na
ryzyko




Macierz ryzyka

Ocena
Prawdopodobien ryzyka (Lx
ID Opis ryzyka stwo P1 Skutek S1 S) Kategoria
R1 Niska rekrutacja pacjentow Wysokie 4 Duzy 4 16
Niezgodnos¢ danych eCRF z dokumentacja

R2 zrédtowa Srednie 3 Duzy 4 12
R3 Opodznienia w dostawie leku Niskie 2 Duzy 4 8
R4 Awaria systemu eCRF Niskie 2 Duzy 5 10
R5 Btedy w randomizaciji Niskie 2 Duzy 4 8 Umiarkowane
R6 Wycofanie sig gtéwnego badacza Niskie 3 Sredni 3 9 Umiarkowane

Btedy w protokole (np. brak jasnosci w
R7 kryteriach) Niskie 2 Duzy 4 8 Umiarkowane

Brak zgodnosciz GCP / wymaganiami Krytycz
R8 regulacyjnymi Bardzo niskie 1 ny 5 5 Niskie
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Macierz ryzyka

prawdopodobienstwo

5
4
4 R . 0 000 __________
linia tolerancji ryzyka

3

R3 R4
2 R5 R7

Risk
1 R8 Management
. 5 5 A : Master Plan

skutek

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Identyfikacja ryzyka

spowodowac

Przyczyna
ryzyka

Niepewne
zdarzenie

ore moze

wptynaé Cel
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Przyczyna

Niewystarczajgca informacja
o badaniu

...moze spowodowac
zdarzenie

opdznienia w rekrutacji
pacjentéw

...ktore wptynie na cel

ukonczenie badania w
terminie

Zbyt mata liczba wizyt
monitorujacych zatozona w
umowie

niezgodnos¢ danych eCRF z
dokumentacjg zrédtowa

uzyskanie wiarygodnych
wynikéw badania

Nowy niewykwalifikowany
pracownik dedykowany do
zarzadzania lekiem

btedy w oznakowaniu IMP

opdznienia w dostawie leku
do osrodkéw

Kolokacja serwera w Iranie

Niedostepnos¢ systemu eCRF

brak mozliwosci randomizacji
pacjentéw

Nowy modut randomizacji

Btedy w przypisaniu IMP do

réwnomierne roztozenie
pacjentéw miedzy ramionami

Nowa wersja Windows

awaria systemu IWRS

brak mozliwosci randomizacji
pacjentow

Wprowadzenie nowych
regulacji Al

mozliwos$¢ uzycia modelu
cyfrowego zamiast pacjentow

ukonczenie badania w
terminie




Pomysty na ryzyka

- Retrospektywa

Burza mézgow

Stuchaj innych

Szukaj, pytaj
Obserwuj
Modelowanie

REJESTRUJ
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Srategie postepowania
Z ryzykiem

» Unikanie » Wzmocnienie

» Redukowanie » Wykorzystanie
> Transfer > Wspotdzielenie
» Wspotdzielenie » Odrzucenie

» Akceptacja/zatrzymanie

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515




Plan zarzadzania ryzykiem
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Co dalej z tym ryzykiem?

» niedocenianie znaczenia systematycznego
podejscia do zarzadzania ryzykiem

» Budzet na zarzadzanie ryzykiem

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Plan szkolenia
Dzien 3 - 05.06.2025

> 09:15 - 10:45 Systemy i narzedzia wykorzystywane w zarzadzaniu

badaniami klinicznymi

» 10:45-11:00 Przerwa

» 11:00 - 11:45 Zarzadzanie budzetem projektu
> 11:45 - 12:30 Zarzadzanie ryzykiem w projekcie
» 12:30 - 12:45 Przerwa

12:45 - 14:15
Temat #4 Metody zarzagdzania, prawidtowe stosowanie ich,

w celu zapewnienia kontroli nad projektami - Case Study

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Standard Operating Procedures -
przykladowy zestaw dla CRO

Project Zarzadzanie Data Monitoring Analiza
management srodkami management statystyczna

Pharmacovigilance Kwalifikacja  Pisarstwo Bezpieczenstwo Zarzadzanie
dostawcow  medyczne informaciji ryzykiem

[72]
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Co powinna zawierac¢
procedura?

» ldentyfikacja: Numer, nazwa, wersja, data
obowigzywania

Cel

Kogo dotyczy

Opis postepowania, np. diagram RACI, instrukcje
Dokumenty zwigzane (np. inne procedury)
Zataczniki (np. wzory raportow, plandw, rejestrow)

Informacje o akceptacji

vV V VYV VYV V V V

Skroéty i definicje
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Diagram RACI — zadanie: przygotowanie budzetu

¢ Wykonuje zadanie

Re S p ons | b I e ( R ) . gpc.jpracownik administracji przygotowuje fizycznie dokument
udzetu

e Odpowiada za zadanie

ACCO unta b I e ( A) * Np. Project Manager odpowiada ostatecznie za powstanie

dokumentu budzetu dla badania

e Konsultuje
* Np. Dziat finansowy musi zweryfikowac¢ poprawnosc przeptywow
finansowych w budzecie

e Kto jest informowany

| N fO rme d ( | ) e Np. W naszej organizacji nalezy poinformowac o budzecie badania
Dyrektora Finansowego
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Diagram RACI —rozszerzony, przykiad

Wyk Odp Infor Zatw
Dziatania onuj owia mow ierd
e da any za

- Roczny plan szkolen

Pracownik ds. szkolen (TR) na poczatku kazdego roku (najlepiej w styczniu)
organizuje spotkanie w celu ustalenia Roczny plan szkolen na dany rok.
Uczestnikami spotkania powinni by¢:

™ ™
. *Zarzad (TM),
Przygotowanie i SU SU o L
. . eprzetozeni pracownikow (SUP),
zatwierdzenie dokumentu TR TR P P ™ . . L
3 ekierownicy projektéw (PM),
Roczny plan szkolen PO PO . ,
R R swtasciciele procesow (PO),
epracownik ds. szkolen (TR).
Roczny plan szkolen zawiera liste szkolen, ktére zostaty zaplanowane na dany
rok i zatwierdzone przez TM.
Poinformowanie . . L . .
. TR po zatwierdzeniu Rocznego plan szkolen informuje osoby zainteresowane o
zainteresowanych o TR TR E .
. planach szkoleniowych.
planach szkoleniowych
™ o i ] . ]
L. Aktualizacja zatwierdzonego dokumentu Roczny plan szkolen moze zostac
Aktualizacja Rocznego SuU . . . . . . .
L koler TR TR P dokonana na wniosek przetozonego pracownika (SUP) i/lub kierownika projektu
anu szkolen
> PM (PM) po uzyskaniu zgody TM. Aktualizacji dokonuje TR.
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Dystrybucja SOP - przyktad
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Procedury

Project PP Data Management Zarzgdzanie TMF
Management osrodkami

* |nicjowanie e Feasibility e Tworzenie DMP e Tworzenie TMF
projektu —dane e Kontraktowanie e Zarzadzanie Management Plan
wejsciowe e Weryfikacja queries e Struktura TMF
e Plany badania badaczy e CRF * Wzory
 Organizacja e Przeglady danych SO AERTED Y

dokumentacji e DBLock/unlock
e Raportowanie

e Zamykanie
badania
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Procedury

Safety management

e Monitoring Plan e Tworzenie SAP e Tworzenie Safety

e Kwalifikacja i e Tworzenie raportu Management Plan
przydzielanie CRA statystycznego SAR e Utrzymywanie Safety

e Raportowanie e Zasady database

e Zasady SDV programowania i e Safety Reporting

e Zarzadzanie Protocol walidacji obliczen e Medical Monitoring
Deviation e SAE reconciliation

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Procedury

Kwalifikacja Pisarstwo Bezpieczenstwo
dostawcow medyczne informacji
e Zasady e Dobre praktyki e Zarzadzanie
kwalifikacji pisarstwa dostepami i
e Okresowa e Proofreading uprawnieniami
weryfikacja e Tlumaczenia e Archiwizacja
e Prowadzenie e Wzory
bazy dokumentéw
dostawcow

Zarzgdzanie
ryzykiem

e Plan
zarzadzania
ryzykiem —
tworzenie i
utrzymywanie
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Plany w badaniu

L. Quality Vendor Risk
: Communication
Project Plan Management Management Management
Plan
Plan Plan Plan
TMF : Sites Safety
. Recruitment
Monitoring Plan Management management Management
Plan
Plan Plan Plan
. Data
Statistical
: Management
Analysis Pan
Plan
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Plany w badaniu - przyktadowy Plan projektu

Task Jime starcdate  Enddate Comment Amounte  wunits unit TOTALCROFEEE  PTC  chack
RO sorvicer sprosment 70000 T 70000
e T 37033035 14012025 76600 T 76600
%o the protocol 10 15032025 25082025 20000 3 doc 200,00
Clinical Investigation Pian 1505 2025 200,00 1 doc 200,00
Principal Investigator appointed 15002025
Principal Investigator contracted 14 15042025  25.042005 2000 1 doc 2000
£C documentation assemiling, incl. Site documentation ia 15042025 29042075 3000 1ser 300
Ethic Commitee meet: 31052025
£C approval roceed 14 31052025 14062025
CRr project (appiication) 7 25052025 05002025 -
CRF developm. 7 05062025  12.062025 E
Sitex agreement tempTate T8 31032025 15042025 T aoc -
Sites contraction 15042035 14072025 350,00 7 e
Sites contracted - site 2 50 15.01202 50,00 7 siee 50,00
Sites contracted - te 3 50 15.052025  18.072025 50,00 7 siee 5000
Sites contracted - ste 5 50 15012025 14.072025 50,00 2 e 5000
Sites contracted - site 6 50 15092025 14.07.2025 5000 2 siee 5000
Sices e 7 50 isosz0ss 1407008 0,00 1 aiee 000
TSF preparing T4 a3 00 2035 1467 2035 Tio00 3
Isr . 7 12062025  19.062025 30000 T se 1000
15t 2 7 12.062025  19.06.2025 3000 3 site 3000
st site 5 7 07.07.2025  14.07.2025 3000 3 sie 3000
SV remote 35,06 2035 2807 207 0000 s
SV remote - site 1 14 15062025 03.072005 CAF ready, site contracted 20000 1 it 100,00
SV remore - site 3 i 02 07202 00,00 2 s 20000
SV remote - site 3 i3 14072025 28.07.2025 200,00 3 vt 200,00
SV remote - site 7 15 1a.072025 28072025 200,00 2 e 200,00
OV famate 1615205 30132035 700,00 7 viare
OV remote - site? i 16122025 30122025 00,00 2 s 20000
<o o e s 13 16122075 30122025 200,00 3 it 200,00
oV remote - site 5 i 10122025 30122025 20000 2 sk 20000
OV remote - =t 13 16122025 30122025 200,00 3 v 100,00
Sitex payments - service TC 112035 1613 2035 T weeks afeer payments preparng 120,00 7 payment
Sires payments - service site 1 30 16112025  16.12.2025 20,00 1 oy 2000
Sites poyments - service site 3 S0 16112005 16132025 20,00 2 pay 2000
Sites payments - service sit 3o 10117025 10127025 2000 = oy 2000
Sites payments - service site 4 S0 16112025 16122025 2000 2 oy 2000
s s - service ste 5 30 16112025 16122025 20,00 T oy 20,00
Sices payments - service site & 3o 16117075 16127078 000 @ oy 20,00
Sites payments - service site 7 S0 16117025 16122025 0,00 oy o0
P1 payments - service 15.04.2025 10052026 2 weeks after payments preparing 260,00 7 payment
ot payments - 1 50 15042025 15052025 20,00 1 paym 20,00
bt payments - 2 30 15.052025 14.062025 000 o o0
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		Study parameters				CodeName: NE'X Glue						Comment

		Number of countries				1

		Number of sites				7

		Number of investigators				7

		Number of  screened patients				N/A

		Number of patients				200

		Number of unique eCRF pages 				10

		Number of  eCRF pages per observation				??

		Number of monitoring visits (per site)				0						Remote monitoring

		(S)AE ratio				0						Anticipated number of (S)AE per patient (needed for MedDRA coding)

		SAE ratio				N/A						Anticipated number of SAE per patient (needed for PV activities)

		Study setup [months]				3						To FSI

		Hosting duration [months] - data collection phase				7						From FSI to DBLock

		Study close-out duration [months]				3						Time needed for final statistical analysis & report and CSR

		Total project duration [months]				13						Total project duration: setup + hosting + close-out



		 I. eCRF & Data Management

		1. eCRF SETUP		Unit		Qty		Price [€]		Amount [€]

		GoResearch™ RWD eCRF		eCRF		1		16,850.00		16,850.00		Real time data entry validation
Combined version for investigator and patient (ePRO) use

		User manual		doc								User Manual/Data Entry Guide for investigators in pdf format

		eCRF test and training environment		eCRF								Simultaneous provision of a platform test version in the study duration period.

		eCRF CRA trainings		activity								Trainings for CRAs in the form of on-line training session.

		Participation in the kick-off meeting and eCRF training		day		0		1,100.00		- 0

		1. eCRF SETUP subtotal:								16,850.00		 Total with all options included

		3. eCRF HOSTING		Unit		Qty		Price [€]		Amount [€]

		Study portal administration and help-desk services for users		month		7		400.00		2,800.00		During working days, office hours: 9:00 - 16:00

		Hosting, server and security administration, GoResearch license & maintenance		month		7		800.00		5,600.00		eCRF environment installed on high availability server infrastructure, managed and administered according to ISO 27001 SOPs.

		3. eCRF HOSTING subtotal:								8,400.00

		4. ePRO, eDiary, mobile App - OPTION		Unit		Qty		Price [€]		Amount [€]

		4. ePRO, eDiary, mobile App - OPTION subtotal:								- 0

		5. DATA MANAGEMENT				Qty		Price [€]		Amount [€]

		Data Management Plan		doc		1		1,850.00		1,850.00		Creation of the DMP and maintenance during the course of the study

		Data Management		month		7		1,650.00		11,550.00		Monthly data oversight (< 4 days/month), data management and automatic system queries management, regular data management activities, database lock.

		Data review		day		5		576.00		2,880.00		Final data cleaning before database lock

		Electronic data transfer and study archive		activity		1		1,650.00		1,650.00		Data transfer to Statistical Analysis - one test transfer and final transfer after the database lock. Study data and documentation archive and transfer to the Sponsor at the end of the project. Study data retention for 15 years.

		CD-ROM site archives		site		7		60.00		420.00		eCRFs electronic copies for sites archiving, courier costs not included

		MedDRA coding		(S)AE		0		40.00		- 0		Based on actual number of cases. Including case reconciliation with site. Assumption here: 0 events per patient

		5. DATA MANAGEMENT subtotal:								18,350.00

		 I. eCRF & Data Management TOTAL:								€    43,600.00



		II. Biostatistics and Medical Writing

		1. BIOSTATISTICS		Unit		Qty		Price [€]		Amount [€]

		Statistical input to the protocol		doc		1		1,500.00		1,500.00		Including study design consultations and sample size calculation/verification

		Statistical Analysis Plan (SAP) with TFLs shells		doc		1		6,600.00		6,600.00		Two rounds of review

		Statistical analysis and final report		doc		1		13,500.00		13,500.00		Final cost will be possible to estimate after SAP with T/F/L shells approval, here estimation for an average report: 20/15 tables, 10/10 figures unique/repeat
First draft delivery within up to 2 months after DBLock. Two rounds of review

		Statistical report translation to English/Polish		doc		0		1,650.00		- 0		Translation will take place after first version approval

		1. BIOSTATISTICS subtotal:								21,600.00

		2. MEDICAL WRITING		Unit		Qty		Price [€]		Amount [€]

		Protocol development		doc		1		4,500.00		4,500.00

		Protocol amendment		hour		0				- 0

		Clinical Study Report (CSR) 		doc		1		7,800.00		7,800.00		First draft delivery within 1 month after approval of stat report. Two rounds of review

		Informed Consent + Patient Information documents		doc		0		2,000.00		- 0		Translation will take place after polish version approval

		Investigator's Brochure		doc		0		5,500.00		- 0

		2. MEDICAL WRITING subtotal:								12,300.00

		II. Biostatistics and Medical Writing TOTAL:								€    33,900.00



		III. Clinical Operations

		1. STUDY MANAGEMENT		Unit		Qty		Price [€]		Amount [€]

		Project Management		month		13		2,150.00		27,950.00		Project management and supervision of Study and Study Team:
Supervising the preparation of required study documentation; e.g. Monitoring Plan, Communication Plan; 
Supervising the contracting with site and Investigators and payment process for site and Investigators according to Clinical Trial Agreement;
Preparation of monthly reports for Sponsor concerning tasks completed in the Study;
Issues management and escalating;
Continuous management and supervision of Trial Master File, Site File and Investigator  File correctness and completion;  
Timely verification of monitoring visits reports and supervision of daily Monitor activities.
Tracking of SAEs;
Ongoing communication with EC 
Notification of the end of trial
CSR submission
Organization and conduct of teleconferences (TC) with Sponsor and Study Team according to Communication Plan
approx. 3,5 days/month = 28,5 hrs/month

		Quality Assurance & Management		month		13						Included in Project Management

		TMF and document management		site		7		750.00		5,250.00		Management of study documentation (Trial Master File) including TMF quality control and preparation for archiving at the end of the study.
Regular communication with sites/ Investigators, required documents shipment. 
Courier costs not included

		eTMF setup		activity		0		1,250.00		- 0		included in TMF

		eTMF hosting		month		0		200.00		- 0		included in TMF

		1. STUDY MANAGEMENT subtotal:								33,200.00

		2. SET-UP ACTIVITIES, SUBMISSIONS AND APPROVALS		Unit		Qty		Price [€]		Amount [€]

		Monitoring team kick-off meeting, trainings		day		2		600.00		1,200.00		Participation of the study team, Sponsor's SOPs & study trainings

		Site selection/feasibility		site		0		900.00		- 0		Site selection visit. Includes visit preparation and conduct, visit report, follow-up. With margin of additional 2 sites. Travel costs not included

		Completion and submission of the study application to EC		activity		0		2,500.00		- 0		Excluding application fee 

		Ethics Committees notification		activity		1		1,000.00		1,000.00		Preparation, cover letter adjustment, submission, confirmations of receipt. Depends on real number of notifications. 
(applicable when no full application to EC)

		Completion and submission of the study protocol change (Amendment) application to EC		activity		0		550.00		- 0		Excluding application fee 

		Completion and submission of the  study application to Competent Authorities		activity		0		2,500.00		- 0		Excluding application fee 

		Completion and submission of the  of the study protocol change (Amendment)  to CA		activity		0		550.00		- 0		Excluding application fee 

		Study documentation, printing		investig.		7		85.00		595.00		Study documentation set-up (Investigator Files, Site Files, Country File) including site and investigators documents collection and material cost; 
PIS and ICF printing;
Some documents for TMF to be provided by the Sponsor.

		2. SET-UP ACTIVITIES, SUBMISSIONS AND APPROVALS subtotal:								2,795.00

		3. CONTRACTING AND PAYMENTS		Unit		Qty		Price [€]		Amount [€]

		Verification and adaptation of the Sponsor Tripartite Contract Agreement (TCA) Template 		activity		0		900.00		- 0		Assumption - one single TCA template proposed by the Sponsor and verified by 2KMM.  Legal support not included. 

		Preparation and signing coordination of TCAs 		site		7		900.00		6,300.00		One agreement per site/investigator, possibility of modification of TCA provisions according to site requirements. This price is valid up to 7 hour/ site of activities. Legal support not included. Assumed Sponsor support with negotiations if necessary

		Tripartite Contract Agreement - annexes		activity		0		300.00		- 0		Optional, when needed

		Investigators payments management		payment		7		180.00		1,260.00		Assumptions -1 payment per site. Annual tax returns if applicable. Investigators' fees excluded. 

		Study Principal Investigator - contracting		activity		1		500.00		500.00

		Study Principal Investigator - payments		payment		13		50.00		650.00

		3. CONTRACTING AND PAYMENTS subtotal:								8,710.00

		4. MONITORING		Unit		Qty		Price [€]		Amount [€]

		Monitoring/Data quality Check  Plan		doc		1		1,450.00		1,450.00		Introduction of RBM may require utilization of Sponsor's SOPs

		Communication Plan		doc		0		1,450.00		- 0

		Site initiation visit - remote		visit		7		720.00		5,040.00		 Includes visit preparation, conduct, report and follow-up. Average 6 hours preparation & reporting, 4 hours visit
Travel/accommodation costs not included. Depending on site location 1 or two-days visit required (overnight stay). 

		Monitoring visits		visit		0		1,300.00		- 0		Includes visit preparation, conduct, report and follow-up.  Average 6 hours preparation & reporting, 6 hours visit, and 6 hours travel time.
Assumption: 0 x 1-day visit per site per monitoring period (remote monitoring) May be reduced according to implemented RBM.
Travel and accommodation costs not included. Depending on site location overnight stay may be required.
with 10% safety margin for unexpected cases
2 visits per site with 30% SDV and 10% safety margin for unexpected visits

		Close-out visit - remote		visit		7		720.00		5,040.00		Includes visit preparation and conduct, visit report, follow-up.
Assumption: this visit should include quality assurance activities (Quality check of study files) and final close-out - signatures and archiving.  Average 6 hours preparation & reporting, 2 hours visit, and 6 hours travel time. Travel costs not included. Depending on site location overnight stay may be required.
Caveat - visit time may not be feasible, needs to be verified with the Sponsor. 

		Remote monitoring		site/month		0		280.00		- 0		Continuous 'remote' monitoring and site support. Includes communication with site, correspondence 

		4. MONITORING subtotal:								11,530.00

		III. Clinical Operations TOTAL:								€    56,235.00



		IV. Quality Assurance

		1. Quality Managament		Unit		Qty		Price [€]		Amount [€]

		Ongoing Quality Control 		visit		0		900.00		- 0		assuming 1 accompanied visit per year per study

		Clinical Quality Assurance activities 		visit		0		850.00		- 0		Quality check of study files:  Investigator Files: before FSI (cost included in TMF set-up) and after study completion (ISF at sites after study completion)

		Clinical Quality Assurance activities 		site		0		900.00		- 0		Quality check of study files: Country File, Site Files, : before FSI (included in TMF set-up cost), after amendment and after study completion 

		Audit and Inspection readiness 		day		0		1,000.00		- 0		In case of an audit/inspection - 3 days audit participation, 2 persons form CRO; otherwise included in monitoring costs

		1. Quality Managament subtotal:								- 0

		IV. Quality Assurance TOTAL:								€    - 0



		CRO TOTAL WITHOUT BIOSTATISTIC AND MEDICAL WRITING:								€    99,835.00

		CRO TOTAL:								€    133,735.00

								Discount		3%		€    4,012.05

		CRO TOTAL (3% discount):								€    129,722.95



		V. Pass-through costs - estimation

		Ethics Committee application fee		application		1				- 0

		Competent Authorities application fee		application		0				- 0

		Investigator fee (per patient) (average)		patient		200		150.00		30,000.00

		Site fees (average)		site		7		4,000.00		28,000.00		example: WUM: ~15.000 PLN fee for agreement processing and archiving data - can be negotiated

		Business travels		visit		0				- 0

		Courier services		shipment		70				- 0		Courier services can be based on the current Sponsor's services provider

		Investigators GCP trainings		investigator		7				- 0		Optional, when GP sites involved / needed

		15% safety margin								8,700.00

		V. Pass-through costs - estimation subtotal:								66,700.00



		PROJECT GRAND TOTAL:								€    200,435.00

		prices exclusive of VAT





Responsibilities





timelines and cost

				STUDY….				3/31/25		6/12/26										10,275.00		- 0								300.00

		Service		Task		Time (days)		Start date		End date		Comment		Amount €		#units		unit		TOTAL CRO FEE €		PTC		check		Invoice date		Invoice number		Amount		Month		Year		okres

				CRO services agreement						3/31/25				200.00		1				200.00						4/11/25		0101/25/FVS		€    200.00		03		2025		2025.03



				Kick off for study team		14		3/31/25		4/14/25				100.00		1				100.00												04		2025		2025.04

				Statistical input to the protocol		10		4/15/25		4/25/25				200.00		1		doc		200.00												04		2025		2025.04

				CIP assumptions from Sponsor						4/15/25																						04		2025		2025.04

				Clinical Investigation Plan						5/15/25				300.00		1		doc		300.00												05		2025		2025.05

				Principal Investigator  appointed						4/15/25																						04		2025		2025.04

				Principal Investigator contracted		14		4/15/25		4/29/25				20.00		1		doc		20.00												04		2025		2025.04

				EC documentation assembling, incl. Site documentation		14		4/15/25		4/29/25				30.00		1		set		30.00												04		2025		2025.04

				Ethic Commitee meeting						5/31/25																						05		2025		2025.05

				EC approval received		14		5/31/25		6/14/25																						06		2025		2025.06

				CRF consultations - dataset creation, technical documentation		14		5/15/25		5/29/25						1				- 0												05		2025		2025.05

				CRF project (application)		7		5/29/25		6/5/25										- 0												06		2025		2025.06

				CRF development		7		6/5/25		6/12/25										- 0												06		2025		2025.06

				CRF for approval		2		6/12/25		6/14/25										- 0												06		2025		2025.06

				CRF ready		5		6/14/25		6/19/25				1,500.00		1				1,500.00												06		2025		2025.06

				Sites agreement template		15		3/31/25		4/15/25						1		doc		- 0												04		2025		2025.04

				Sites contracting				4/15/25		7/14/25				350.00		7		site														07		2025		2025.07

				Sites contracted - site 1		60		4/15/25		6/14/25				50.00		1		site		50.00												06		2025		2025.06

				Sites contracted - site 2		60		4/15/25		6/14/25				50.00		1		site		50.00												06		2025		2025.06

				Sites contracted - site 3		90		4/15/25		7/14/25				50.00		1		site		50.00												07		2025		2025.07

				Sites contracted - site 4		90		4/15/25		7/14/25				50.00		1		site		50.00												07		2025		2025.07

				Sites contracted - site 5		90		4/15/25		7/14/25				50.00		1		site		50.00												07		2025		2025.07

				Sites contracted - site 6		90		4/15/25		7/14/25				50.00		1		site		50.00												07		2025		2025.07

				Sites contracted - site 7		90		4/15/25		7/14/25				50.00		1		site		50.00												07		2025		2025.07

				ISF preparing		14		6/12/25		7/14/25				210.00		7																07		2025		2025.07

				ISF site 1		7		6/12/25		6/19/25				30.00		1		site		30.00												06		2025		2025.06

				ISF site 2		7		6/12/25		6/19/25				30.00		1		site		30.00												06		2025		2025.06

				ISF site 3		7		7/7/25		7/14/25				30.00		1		site		30.00												07		2025		2025.07

				ISF site 4		7		7/7/25		7/14/25				30.00		1		site		30.00												07		2025		2025.07

				ISF site 5		7		7/7/25		7/14/25				30.00		1		site		30.00												07		2025		2025.07

				ISF site 6		7		7/7/25		7/14/25				30.00		1		site		30.00												07		2025		2025.07

				ISF site 7		7		7/7/25		7/14/25				30.00		1		site		30.00												07		2025		2025.07

				SIV remote				6/19/25		7/28/25				600.00		7		visit														07		2025		2025.07

				SIV remote - site 1		14		6/19/25		7/3/25		CRF ready, site contracted		100.00		1		visit		100.00												07		2025		2025.07

				SIV remote - site 2		14		6/19/25		7/3/25				100.00		1		visit		100.00												07		2025		2025.07

				SIV remote - site 3		14		7/14/25		7/28/25				100.00		1		visit		100.00												07		2025		2025.07

				SIV remote - site 4		14		7/14/25		7/28/25				100.00		1		visit		100.00												07		2025		2025.07

				SIV remote - site 5		14		7/14/25		7/28/25				100.00		1		visit		100.00												07		2025		2025.07

				SIV remote - site 6		14		7/14/25		7/28/25				100.00		1		visit		100.00												07		2025		2025.07

				SIV remote - site 7		14		7/14/25		7/28/25				100.00		1		visit		100.00												07		2025		2025.07

				COV remote				12/16/25		12/30/25				700.00		7		visit														12		2025		2025.12

				COV remote - site 1		14		12/16/25		12/30/25				100.00		1		visit		100.00												12		2025		2025.12

				COV remote - site2		14		12/16/25		12/30/25				100.00		1		visit		100.00												12		2025		2025.12

				COV remote - site 3		14		12/16/25		12/30/25				100.00		1		visit		100.00												12		2025		2025.12

				COV remote - site 4		14		12/16/25		12/30/25				100.00		1		visit		100.00												12		2025		2025.12

				COV remote - site 5		14		12/16/25		12/30/25				100.00		1		visit		100.00												12		2025		2025.12

				COV remote - site 6		14		12/16/25		12/30/25				100.00		1		visit		100.00												12		2025		2025.12

				COV remote - site 7		14		12/16/25		12/30/25				100.00		1		visit		100.00												12		2025		2025.12

				Sites payments - service				11/16/25		12/16/25		2 weeks after payments preparing		140.00		7		payment														12		2025		2025.12

				Sites payments - service site 1		30		11/16/25		12/16/25				20.00		1		payment		20.00												12		2025		2025.12

				Sites payments - service site 2		30		11/16/25		12/16/25				20.00		1		payment		20.00												12		2025		2025.12

				Sites payments - service site 3		30		11/16/25		12/16/25				20.00		1		payment		20.00												12		2025		2025.12

				Sites payments - service site 4		30		11/16/25		12/16/25				20.00		1		payment		20.00												12		2025		2025.12

				Sites payments - service site 5		30		11/16/25		12/16/25				20.00		1		payment		20.00												12		2025		2025.12

				Sites payments - service site 6		30		11/16/25		12/16/25				20.00		1		payment		20.00												12		2025		2025.12

				Sites payments - service site 7		30		11/16/25		12/16/25				20.00		1		payment		20.00												12		2025		2025.12

				PI payments - service				4/15/25		5/10/26		2 weeks after payments preparing		260.00		7		payment														05		2026		2026.05

				PI payments - 1		30		4/15/25		5/15/25				20.00		1		payment		20.00												05		2025		2025.05

				PI payments - 2		30		5/15/25		6/14/25				20.00		1		payment		20.00												06		2025		2025.06

				PI payments - 3		30		6/14/25		7/14/25				20.00		1		payment		20.00												07		2025		2025.07

				PI payments - 4		30		7/14/25		8/13/25				20.00		1		payment		20.00												08		2025		2025.08

				PI payments - 5		30		8/13/25		9/12/25				20.00		1		payment		20.00												09		2025		2025.09

				PI payments - 6		30		9/12/25		10/12/25				20.00		1		payment		20.00												10		2025		2025.10

				PI payments - 7		30		10/12/25		11/11/25				20.00		1		payment		20.00												11		2025		2025.11

				PI payments - 8		30		11/11/25		12/11/25				20.00		1		payment		20.00												12		2025		2025.12

				PI payments - 9		30		12/11/25		1/10/26				20.00		1		payment		20.00												01		2026		2026.01

				PI payments - 10		30		1/10/26		2/9/26				20.00		1		payment		20.00												02		2026		2026.02

				PI payments - 11		30		2/9/26		3/11/26				20.00		1		payment		20.00												03		2026		2026.03

				PI payments - 12		30		3/11/26		4/10/26				20.00		1		payment		20.00												04		2026		2026.04

				PI payments - 13		30		4/10/26		5/10/26				20.00		1		payment		20.00												05		2026		2026.05

				Communication Plan		14		3/31/25		4/14/25										- 0												04		2025		2025.04

				Data Management Plan		21		5/15/25		6/5/25				150.00		1				150.00												06		2025		2025.06

				Monitoring Plan (Data quality check plan)		21		5/15/25		6/5/25				150.00		1				150.00												06		2025		2025.06

				Data management		210		6/19/25		1/15/26		dates will be  adjusted to current circumstances		700.00		7		month						OK								01		2026		2026.01

				Data management month 1		30		6/19/25		7/19/25				100.00		1				100.00												07		2025		2025.07

				Data management month 2		30		7/19/25		8/18/25				100.00		1				100.00												08		2025		2025.08

				Data management month 3		30		8/18/25		9/17/25				100.00		1				100.00												09		2025		2025.09

				Data management month 4		30		9/17/25		10/17/25				100.00		1				100.00												10		2025		2025.10

				Data management month 5		30		10/17/25		11/16/25				100.00		1				100.00												11		2025		2025.11

				Data management month 6		30		11/16/25		12/16/25				100.00		1				100.00												12		2025		2025.12

				Data management month 7		30		12/16/25		1/15/26				100.00		1				100.00												01		2026		2026.01

				hosting, helpdesk and portal administration (from FSI to DBLock)		210		6/19/25		1/15/26				280.00		7		month						OK								01		2026		2026.01

				hosting, helpdesk and portal administration month 1		30		6/19/25		7/19/25		dates will be  adjusted to current circumstances		40.00		1				40.00												07		2025		2025.07

				hosting, helpdesk and portal administration month 2		30		7/19/25		8/18/25				40.00		1				40.00												08		2025		2025.08

				hosting, helpdesk and portal administration month 3		30		8/18/25		9/17/25				40.00		1				40.00												09		2025		2025.09

				hosting, helpdesk and portal administration month 4		30		9/17/25		10/17/25				40.00		1				40.00												10		2025		2025.10

				hosting, helpdesk and portal administration month 5		30		10/17/25		11/16/25				40.00		1				40.00												11		2025		2025.11

				hosting, helpdesk and portal administration month 6		30		11/16/25		12/16/25				40.00		1				40.00												12		2025		2025.12

				hosting, helpdesk and portal administration month 7		30		12/16/25		1/15/26				40.00		1				40.00												01		2026		2026.01

				TMF management				6/14/25		7/19/25		TMF charged after site initiation		245.00		7		site														07		2025		2025.07

				TMF - site 1 		5		6/14/25		6/19/25				35.00		1		site		35.00												06		2025		2025.06

				TMF - site 2		5		6/19/25		6/24/25				35.00		1		site		35.00												06		2025		2025.06

				TMF - site 3		5		6/24/25		6/29/25				35.00		1		site		35.00												06		2025		2025.06

				TMF - site 4		5		6/29/25		7/4/25				35.00		1		site		35.00												07		2025		2025.07

				TMF - site 5		5		7/4/25		7/9/25				35.00		1		site		35.00												07		2025		2025.07

				TMF - site 6		5		7/9/25		7/14/25				35.00		1		site		35.00												07		2025		2025.07

				TMF - site 7		5		7/14/25		7/19/25				35.00		1		site		35.00												07		2025		2025.07

				Project management				3/31/25		4/25/26		finally overall workload will be recalculated 		1,300.00		13		month						deviation>14 days!								04		2026		2026.04

				project management - month 1		30		3/31/25		4/30/25				100.00		1				100.00						4/30/25		0121/25/FVS		€    100.00		04		2025		2025.04

				project management - month 2		30		4/30/25		5/30/25				100.00		1				100.00												05		2025		2025.05

				project management - month 3		30		5/30/25		6/29/25				100.00		1				100.00												06		2025		2025.06

				project management - month 4		30		6/29/25		7/29/25				100.00		1				100.00												07		2025		2025.07

				project management - month 5		30		7/29/25		8/28/25				100.00		1				100.00												08		2025		2025.08

				project management - month 6		30		8/28/25		9/27/25				100.00		1				100.00												09		2025		2025.09

				project management - month 7		30		9/27/25		10/27/25				100.00		1				100.00												10		2025		2025.10

				project management - month 8		30		10/27/25		11/26/25				100.00		1				100.00												11		2025		2025.11

				project management - month 9		30		11/26/25		12/26/25				100.00		1				100.00												12		2025		2025.12

				project management - month 10		30		12/26/25		1/25/26				100.00		1				100.00												01		2026		2026.01

				project management - month 11		30		1/25/26		2/24/26				100.00		1				100.00												02		2026		2026.02

				project management - month 12		30		2/24/26		3/26/26				100.00		1				100.00												03		2026		2026.03

				project management - month 13		30		3/26/26		4/25/26				100.00		1				100.00												04		2026		2026.04

				Quality check		30		12/16/25		1/15/26										- 0												01		2026		2026.01

				Data review		10		1/15/26		1/25/26				300.00		1				300.00												01		2026		2026.01

				Data review meeting		7		1/25/26		2/1/26										- 0												02		2026		2026.02

				Data clarification and correction, queries		14		2/1/26		2/15/26										- 0												02		2026		2026.02

				Database Lock		2		2/15/26		2/17/26										- 0												02		2026		2026.02

				Data transfer		45		2/22/26		4/8/26				80.00		1				80.00												04		2026		2026.04

				Data archiving		15		5/28/26		6/12/26				80.00		7		Cdrom		560.00												06		2026		2026.06

				Statistical Analysis Plan		30		6/19/25		7/19/25				500.00		1				500.00												07		2025		2025.07

				Statistical Analysis Report draft		30		2/17/26		3/19/26										- 0												03		2026		2026.03

				Statistical Analysis Report sponsors review, meeting and discussion		10		3/19/26		3/29/26										- 0												03		2026		2026.03

				Statistical Analysis Report final		10		3/29/26		4/8/26				800.00		1		doc		800.00												04		2026		2026.04

				Statistical Analysis Report approval		5		4/8/26		4/13/26						1				- 0												04		2026		2026.04

				ClinicalStudy Report draft		21		4/8/26		4/29/26										- 0												04		2026		2026.04

				ClinicalStudy Report sponsors review		14		4/29/26		5/13/26										- 0												05		2026		2026.05

				ClinicalStudy Report final		10		5/13/26		5/23/26										- 0												05		2026		2026.05

				ClinicalStudy Report approval		5		5/23/26		5/28/26				500.00		1				500.00												05		2026		2026.05



				Pass-through costs (PTC)

				Sites payments per patients - preparing		30		11/30/25		12/30/25		1st: after phase 1 quality check		150.00		200		patient				€    5,000.00										12		2025		2025.12

				Sites fee										28,000.00		7		sites														01		1900		1900.01

				part 1		14		6/14/25		6/28/25				10,000.00		1		part				€    1,500.00										06		2025		2025.06

				part 2		14		8/27/25		9/10/25				10,000.00		1		part				€    1,500.00										09		2025		2025.09

				part 3		14		11/9/25		12/30/25				8,000.00		1		part				€    600.00										12		2025		2025.12

				Principal Investigator payments				4/29/25				according to invoice from PI, avg/month		120.00		30		payments														01		1900		1900.01

				part1		14		4/29/25		5/13/25				40.00		10						€    400.00

				part1		10		8/11/25		8/21/25				40.00		10						€    400.00

				part1		10		11/19/25		11/29/25				40.00		10						€    400.00

				Ethics Commitee application fee		1		4/29/25		4/30/25				400.00		1		fee				€    400.00										04		2025		2025.04

																																01		1900		1900.01
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quick_reports

				Etykiety wierszy		Suma z TOTAL FEE €

				PTC		€    40,000.00

				€    2.00		€    40,000.00

				(puste)		€    82,716.00

				€    1.00		€    2,400.00

				€    2.00		€    52,206.00

				(puste)		€    28,110.00

				Suma końcowa		€    122,716.00

				Etykiety wierszy		Suma z TOTAL CRO FEE €		Suma z PTC

				1900.01

				2025.03		200

				2025.04		450		400

				2025.05		420

				2025.06		2,185		1,500

				2025.07		2,000

				2025.08		260

				2025.09		260		1,500

				2025.10		260

				2025.11		260

				2025.12		1,100		5,600

				2026.01		560

				2026.02		120

				2026.03		120

				2026.04		1,000

				2026.05		520

				2026.06		560

				(puste)				1,200

				Suma końcowa		10,275		10,200

						43,155.00

















Suma z TOTAL CRO FEE €	1900.01	2025.03	2025.04	2025.05	2025.06	2025.07	2025.08	2025.09	2025.10	2025.11	2025.12	2026.01	2026.02	2026.03	2026.04	2026.05	2026.06	(puste)	200	450	420	2185	2000	260	260	260	260	1100	560	120	120	1000	520	560	Suma z PTC	1900.01	2025.03	2025.04	2025.05	2025.06	2025.07	2025.08	2025.09	2025.10	2025.11	2025.12	2026.01	2026.02	2026.03	2026.04	2026.05	2026.06	(puste)	400	1500	1500	5600	1200	









Faktury

		SRUDY - PLAN OFFER						€    10,275.00

		STUDY						€    300.00

				Data		numer		Kwota

				4/11/25		0101/25/FVS		€    200.00

				4/30/25		0121/25/FVS		€    100.00





PTC - rozliczenie opłat

														38,050.17 zł										0.00 zł

				Faktury wystawione:		Data		Numer		Kwota €		kurs		Kwota PLN otrzymana						PTC - Faktury zapłacone		Data faktury		Kwota PLN		Data zapłaty		Wyciąg numer

				na opłaty dla ośrodków SPELL - Wawa, Słupsk, Gdańsk		9/18/24		0208/24/FVS		€    5,100.00		€    4.28		21,804.03 zł

				CAST - Walczak		9/18/24		0297/24/FVS		€    3,800.00		€    4.28		16,246.14 zł





















				Przesyłki 2024:

		SPELL						netto PLN

		FVK455		UPS		7/31/24		50.78 zł														liczba pacjentów		start-up		archiwum		inne		stawka ośrodek/pacjent		prowizja ośrodek		RAZEM OŚRODEK		stawka badacza/pacjent		prowizja badacz		wyrównania badacz/pac		wyrównanie badacz razem		RAZEM BADACZ		SUMA OPŁAT

		FVK687		InPost		12/17/24		34.13 zł												Site 1												0.00 zł		0.00 zł								0.00 zł		0.00 zł		0.00 zł

																				Site 2												0.00 zł		0.00 zł								0.00 zł		0.00 zł		0.00 zł

				Przesyłki 2025:																Site 3												0.00 zł		0.00 zł								0.00 zł		0.00 zł		0.00 zł

		FVK2		Inpost		1/3/25		15.44 zł												Site 4												0.00 zł		0.00 zł								0.00 zł		0.00 zł		0.00 zł

																				Site 5												0.00 zł		0.00 zł								0.00 zł		0.00 zł		0.00 zł

																				Site 6												0.00 zł		0.00 zł								0.00 zł		0.00 zł		0.00 zł

																				Site 7												0.00 zł		0.00 zł								0.00 zł		0.00 zł		0.00 zł

																				SUMA		0		0.00 zł		0.00 zł		0.00 zł				0.00 zł		0.00 zł				0.00 zł				0.00 zł		0.00 zł		0.00 zł
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Plany w badaniu -
Communication plan
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Plany w badaniu —
Communication plan
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Plany w badaniu -
Data Management Plan

1. Dane badania, harmonogram, zespét

Narzedzia i systemy stosowane w badaniu,
walidacja

Randomizacja

Specyfikacja danych

Przeglady danych

Uzgodnienie danych spoza CRF
Kodowanie medyczne
Zamkniecie bazy danych

SOTRCORREE T =

Transfer danych
10. Bezpieczenstwo i archiwizacja

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Plany w badaniu —
PlanMonitoring Plan

1.

2.

3.

Dane badania, zesp6t
Harmonogram wizyt w badaniu

Przebieg wizyt SIV, CoV, IMV — plany przebiegu,
checklisty itp.

Zasady remote monitoring

Raportowanie, prowadzenie Issue Log/PD Log

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Plany w badaniu -
Safety Management Plan

1. Dane badania, zespdt, odpowiedzialnosci stron

2. Definicje

3. Raportowanie zdarzen — opis procesu, terminy
4. Przeglady bezpieczenstwa i nadzér medyczny
5. Przygotowanie raportow okresowych

6. Stosowane systemy informatyczne

7. Zataczniki — wzory formularzy

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Plany w badaniu -
Statistical Analysis Plan

1.

Opis badania

Punkty koncowe

Populacje analizy (ITT, FAS, PP)
Hipotezy i metody
Postepowanie z brakami

Stosowane narzedzia informatyczne i walidacja
obliczen

Odstepstwa od protokotu (sic!)

Tables, Figures, Listings

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Moje osobiste doswiadczenia

» Komunikacja w zespole:

Motywacja
Szacunek

Stuchanie

YV V V V

Feedback dla cztonkdéw zespotu

» Problem czy zagadnienie?

» Jak naprawitam ciggte spdznienia w raportowaniu czasu pracy
» Wspotpraca ze Vendorami — nie zawsze korpo znaczy jakos¢

» Harmonogram — myslenie zyczeniowe

Agencja Badan Medycznych, ul. Chmielna 69, 00-801 Warszawa, e-mail: kancelaria@abm.gov.pl, tel. + 48 22 270 70 69, NIP: 5252783949 REGON: 382836515



Do zobaczenia
w sSwiecie badan!

Aneta Kominek
Project Manager

Email
akominek@2kmm.pl

Website Kontakt: akominek@2kmm.pl
www.2kmm.pl
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	Projekt pt. „Rozwój kompetencji specjalistów ochrony zdrowia z zakresu realizacji badań naukowych”, nr FERS.01.13-IP.07-0004/24, realizowany w ramach programu Fundusze Europejskie dla Rozwoju Społecznego 2021-2027 współfinansowanego ze środków Europejskiego Funduszu Społecznego Plus, Priorytet FERS.01 Umiejętności, Działanie FERS.01.13 Umiejętności w sektorze zdrowia.
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