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Alternate names
(artifact also commonly
know n as) M

Definition / Purpose

Records Management Flan
Central Fle Maintenance
Aan

Filing instructions

Fiing and archive plan

To describe how records for the trial will be managed and s
and after the tria, including study-specific processes and dd
for archiving and destruction. To include TMF filing structure
May include TMF content list, fling structure and chain of cus
Artifact can include any evidence of plan execution including
Imited to: plan, reports, checHists, efc.

01

Trial Management

01.01

Triad Oversight

01.01.02

Trial Management Aan

Project Management Aan
Cinical Development Han

To describe overal strategy for timelines, management and ¢
trial and typically makes reference to other artifacts. Artifact,
detais on contingency plan covering detais for site start up pla

01

Trial Management

01.01

Tria Oversight

01.01.03

Quality Aan

To descrbe the operational techniques and activities unde
quality management system to verify that the requirements f¢
the frial-related activities have been fulfiled. Relevant parts may includ
but not be limited to, a plan w ritten for internal oversight of study quall
management, an audit plan, data verification steps; also includes
escalation in the event of a qudlity issue being identified and all corre
and preventative actions determined. A rtifact can include any evide

plan execution including, but not limited to: plan, reports, chegl

01

Trial Management

01.01

Tria Oversight

01.01.04

List of SOPs Current
During Trial

versions w ere in effect for the duration of the trial and trial-
procedures created for the trial. To nclude sponsor and thi 3
This artfact does not include the SOPs themselves. May include SC
w aivers to document and describe study-specific deviation fra

To document w hich standard operating procedures (SOFS:;d N 1;5-

SOP or j the deviation,

Zone (K4%3%8), Section (H

NIEH), Artifact(XER)




TMF Reference Model D& .

Zone Section
(Kn%8) (FRIEH)
01.01 01.01.01
= 01.01.02
01.01.03
02 |
01.02 01.02.01
- ] 01.02.02
01.03 01.03.01
11 .
1~11 Zone 249 Artifact

>

-



TMF Reference Model:Zone ( KIB

01  Trial Management GREREIE)

02 Central Trial Documents (BEAR{F#R) j
03 Regulatory (FR#Fll/ZEREE)

04 IRB/IEC and other Approvals (IRBX>Z DM #&:R)
05 Site Management (JE % & IE)

06 IP and Trial Supplies GAERZE - E#1)

07 Safety Reporting(ZZ2 £ 1FHR)

08 Central and Local Testing (H1 3 - it 5% 8| %E )

09  Third parties (CRO%E)

10 Data Management(DM)

11 Statistics (#t51)




TMF Reference Model: Section (R IE

02. Central Trial Documents D45l

02.01

Product and Trial Documentation (&% B - ;858 D 1H%R)

02.02
02.03
02.04

Subject Documentation (#XERE 1HR)
Reports (&5 E)
General (ZMD1th)




TMF Reference Model: Artifact (X

02.01. Product and Trial Documentation

ICH
Code

02.01.01

02.01.02

02.01.03
02.01.04

02.01.05

02.01.06
02.01.07

Artifact
name

Investigator’s
Brochure

(GRERFEMIEE)

Protocol

CREREMETESE)
Protocol Synopsis

Protocol
Amendment

Financial
Disclosure
Summary

Insurance

Sample Case
Report Form

Core

(o] g
Recommended

Core

Core

Core

Core

Recommended

Core

Core

A
8.2.1
8.3.1

144
8.2.2

1.4.5
8.3.2

8.2.5

8.2.2
8.3.2

TMF Artifacts
(Non—device)

Sponsor
Document

Investigator
Document

TMF Level

Trial Level
Document

Country/
Region
Level
Document

X

Site
Level
Document
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02.01.01

02.01.02

02.01.03

02.01.04

02.01.05

02.01.06

02.01.07

Artifact

name

Investigator’s
Brochure

Protocol

Protocol
Synopsis

Protocol
Amendment

Financial Disclosure
Summary

Insurance

Sample Case
Report Form

7.1
8.2.1
8.3.1

1.44
8.2.2

1.4.5
8.3.2

8.2.5

8.2.2
8.3.2
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