Applicable to: MAdministrators
O Study Start-up

AeTMF

[ Editors

[JReaders

A4

1. Click on Settings within the
Navigation grid from the top left.

Training Room 1 -
Settings

o]

P &, General

&7 Milestones

& Inbox

3. Choose the category level
for the Milestone from the
drop down menu then click

Add.

Milestone Profile

Milestone from: () Existinglist | O New

Milestone

Name: * [ study Start

[ protocol Amendment 1
[ Test

[ Investigator Meeting

[ FPI

O Py

[ Interim Analysis

[J Mid Study DSMB mesting
[[] Database Lock

[ Draft CSR

[ Final csR

4

Settings

2. Click on Milestones.

Study

Site

Country

v |© Add

4. Choose to create from

Existing list of names...

Milestone Profile x|

5. From the Settings menu, under
Document Types, click the
Document Types Management

sub menu.

(O Ewisting list

Milestone from

Milestone

Name: *

IMilestone Study |
Category:*

Not specified v|+

Milestone Type:

... Or create a
New one. Add
Milestone Type.

Click Ok.

+ ¥ Document Types

% Document Types Management

B Common Configuration
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How to Setup Milestones

_‘f e L IR Tip: If applicable, click Add to Required
ment Type Documents to include the document in

- B AN Document Types * & Investigative Site Category - 1 Document typeis)

o - S eTMF completeness collection.
* & Investigative Site srment Type 1.
o s 6. Within a Category, find the
Document Type to be included in the

w W Tracking information

milestone.

W Tracking Infosmati]

= % Filenote

.
| Profile I| Doc. Type Fields Bulk Fields Update Default Values

Related To

-

v

Related Folder:

01 Trial Managementi01.05 General\01.05.02 Tracking
Information

7. Under the Profile tab, Due Date:@
ASSign the milestone' Phases / Milestones

Site Milestones

Study Start Up hd

Investigative Site Status: @

Click Save Y

E] Include in Document Tracker Report

O Include in Monitoring Visits

Auto Document Type Prediction Keyword(s). @

-

Entar kewnunrds ans item nar lina
Save Cancel

Profile | Bulk Fields Update || Default Values
(] Inherit from Trackin /# Tools = |Field name... Q
Title - Visible Required
Material ltem Revision Number O - 8. Under DOC. Type Fields ta b’
Material ltem Type ] ..
S - check Visible for the
Meeting Date 0 Milestone and Milestone Date
Milestone 0 fields.
Milestone Date O
Name ]
Ongoing Review |d ] C||Ck Save
Patient Number ]
Placeholder Id
Popular Document ]
_ﬂ. O;.:tioﬁ_; that é‘DDE‘E’ greyed-out cannot be ﬂ-adi;;j 2
I sae | cancel
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~ B Documents

9. Under Documents, click on B Documents Module
the eTMF Health Sub menu- B Document Replacement Reasons

I B eTMF Health

B Indewy (Cuatline

Click to check box for Check

L
m I Iestone for ETM F E About %, General g2 Milestones Document Types Management "
com pleteness | Check milestone for eTMF completeness 2}
L]

Check status for eTMF completeness @

Documentis  (® Document is submitted to the eTMF

collected” () Document is submitted and QC Final

Click Save

v E Required Documents
B Required Documents 10. Under RGQUirEd Documents, click
A Amendments on the Required Documents sub menu.
¥ Export

.
B About &, General ¢ Milestones Document Types Management B eTMF health Bl Required Documents [* CI IC k o n th e

PUES Ml Country Specific | IRB/EC Specific General  Document Types

Entity Name # of Docs O Add Category, e.g. AII

O Document Ty... Category Languages Col S .
Iites.

ClIA Cedificate _Investigative Site (Mot Set) Col

Confirm the Document Type for the milestone document is listed.

Document Types I
o Add [ Cchange Log
— Document Ty... Category Languages Contact © Required For
CLIA Certificate Investigative Site (Not Set) Co-lnvestigato... eThMF
Clinical Trial A. .. Investigative Site (Mot Set) Principal Inves... Site Activation:...
Closeout Wisit .. Investigative Site (Mot Set) (Mot Set) eThFE
Completed CRF  Investigative Site (Mot Set) (Mot Set) eTMF
Confidentiality ... Investigative Site (Mot Set) (Mot Set) Site Activation; ...

Select the Document Type, then click Assign Milestone.

Document Types

11. Select the milestone(s) from ©Ads ©Dekete [+ Assign Mikestone]
the drop down O Document Ty... Category L

CLIA Certificate  Investigative Site (N 3
TIv10.0 Jan 2020 beissl s rtn e D

Click Assign Milestone
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After the Milestone is assigned, the Document Type will update with
a milestone icon.

Assign Milestone X

Select Amendment 1 - » CLIA Certificate Ir

milestone:
[k [ssign Miesione R

12. Repeat the steps for additional documents or
to set up additional milestones.

User Details

[N

Title

Study Startup

Tip: remember to check the eSignature
Milestones as an Action under the .
User Profile for the users that need @ CRA Reconciliation
access to the module to add, edit, or CRA
track milestones. GROUP ACTIONS

| CRA Reconciliation x | -
| Milestones x | x
Organization

See related job aid: ]
’ e (D (T

How to Add a Milestone

For any additional
assistance, click ... @ Help & Guide
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