U Duke Clinical Research Institute CTMS

Upgrade Bulletin 5.0 Upgrade

The CTMS has been upgraded to version 5.0.
This bulletin summarizes the key features and enhancements in this software release.

New Customizable Fields Available on Site Management and Site Visits tabs

* 20 new fields are available to be customized per protocol - this means that each protocol team can identify how each field will be
used in the protocol’s Data Entry Guideline (DEG) document:

0 4 check box fields (User Check 1-4)
0 4 date fields (User Date 1-4)

0 4 pick fields (User Pick 1-4): these can be configured to show lists of values customized per protocol - to customize these fields,
see the Requesting Customized Pick Field List of Values Configuration section on page 3

¢ 4 number fields (User Num 1-4)
0 4 text fields (User Text 1-4)
* The new fields are available via Menu 3¢ > Columns Displayed

e The User Fields form applet at the bottom of the window also displays these new fields

0 On the Site Management screen tab, these fields will always be editable

0 On the Site Visits view tab, when the Trip Report Status is Approved or
Sent to Sponsor, these new fields will be locked along with all other fields on
the list applet, but they will remain editable in the User Fields form applet

Change Records.
User Fields
Invert Selection
o . . : ) = - Columns Displayed [Ctrl+Shift+K]
B v E | =] + | ] P
v ‘ User Pick 2 ‘v 3 ‘ ‘V ‘ ‘ - ‘ Advanced Sort [Ctrh+Shift+0]
2| v 4| 4

New Fields Available on Protocol Deviation Tabs

New fields are available on both the Site s Protocol Deviation view tab and the 7rip Report’s Protocol Deviation view tab
* 2 new Protocol Deviation (PD) fields:

0 PD Status - pick list with universal values to be used based on your protocol’s Data Entry
Guideline (DEG) instructions

0 PD Completion Date - to document the date that the protocol deviation has been resolved

PD Status PD Completion Date

e 20 new fields to be customized per protocol and outlined in the protocol’s Data Entry Guideline (DEG) document:
0 4 check box fields (User Check 1-4)
0 4 date fields (User Date 1-4)

0 4 pick fields (User Pick 1-4): these can be configured to show lists of values customized per protocol - to customize these fields,
see the Requesting Customized Pick Field List of Values Configuration section on page 3

¢ 4 number fields (User Num 1-4)
0 4 text fields (User Text 1-4)
* The new fields are available via Menu 3¢ > Columns Displayed

Entry Location

e The User Fields form applet at the bottom of the window also displays these new fields Site

¢ On the Site s Protocol Deviation view tab (which displays records entered at both the Site and
Trip Report levels) the new fields will be editable only when the Entry Location is Site

[Trip Report

0 On the Trip Reports Protocol Deviation view tab, when the Trip Report Status is Approved or Sent to Sponsor, these new fields
will be locked along with all other fields on the /ist applet, but they will remain editable in the User Fields form applet
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New “Provided to Sponsor Date” Field on Site Visits View Tab

The new Provided to Sponsor Date ficld is available to be added to the Site Visits view tab Provided to Sponsor Date
via Menu £¥ > Columns Displayed
e Can be used to indicate the date when documentation is provided to the sponsor outside of
the eTMF for specific requests (e.g., review, audit)
* Not connected to the Trip Report’s Sent fo Sponsor Status, or the Trip Report Sent to Sponsor date field

e When the corresponding Trip Report’s Status is Approved or Sent to Sponsor, this new field will be locked along with all other
fields on the Site Visit /ist applet, but it will remain editable in the More Info form applet

10/17/2023 i3

New “ClinTrials.gov #” Field on the Protocols and Site Management Screen Tabs

The new ClinTrials.gov # field displays (if applicable) the study number from the clinicaltrials.gov website ClinTrials.gov #
* For new projects, this number will be a field on the CTMS Protocol Setup Requirements Form
* The number can also be added affer start-up by submitting a CTMSR
* On the Protocols screen tab, the field displays by default
* On the Site Management screen tab, the field is available to be added via Menu %§ > Columns Displayed

New Way to Track Site Statuses - Must Use the Status Field

While always available as an optional method, updating the Site’s Status field is now the only way to track statuses

» To track a new Site status:

1  On the Site Management screen tab, search for and locate your Site . Ih
. . . o Status: |Interested |I
2 In either the list or form applet, go to the Site’s Status field, and click its selection icon
to open the Site Status window
3 Click the plus sign to start a new record :
Site Status
4  Check the Current check box
5 Select a new Status (and Sub-Status, if applicable) >+ 8 Q| [~ | @ 1o
6 Entef a Date Current  Status Sub-Status Date Comment
. El d 10/17/2...
7  Enter a Comment (optional) e
. IActive 10/17/2...
8 Click OK
Interested 10/17/2...
* The Site’s Status History view tab is now read-only =
e The reason for this change is due to a quality issue affecting ﬂ
automatic syncing with PhlexTMF
ISF Word Document No Longer Automatically Attached
The Inve.stlgator Study File (ISF) documept will no longer automan(.:ally appear INVESTIGATOR'S STUDY FILE INVENTORY
on the Trip Report’s Attachments tab. Previously, for protocols not using the ISF tab, site 1D: [ Investigator:
. . Date(s) A: d: Protocol Number:
this Word document automatically appeared to allow study teams to complete the form, | cssenmiacsocuments | rotocot Namber
YES = All versions of the following Yes | No | N/A Comments
as needed essential documents are present
1 (Slgned‘Co‘nﬁ:I)enhah!y agreement D D D Date of signature:
. . or equivalent
Should you need to use the ISF Word document, you will find it on the 2. Caetiicate of Confidertiaty ol @ [ o | pete of sionature:
CTMS Learning Center, under Forms & Instructions and on the CTMS Home tab T e o phoaraphica ol ol g |
under Helpflll Links. ;.Mzdultr:::i‘lf:;S\%(:er (or biograp)hical Oogoo
sketch) for Sub-Investigator(s) and/or
other site personnel
- Medical \ICQV?SE (or equivalent)
5. Si d | tigator Stat it i :
(FDA|1gsn7e2 orn;/::vlg:mot) latement D D D Date of Signature:
6. Approved protocol and amendment(s) | [_] | [] | [L] | Date of Signature:
(including signed signature sheets)
Protocol Version:
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Requesting Customized Pick Field List of Values Configuration

To customize the list of values for the configurable Pick fields (User Pick 1-4), your study’s

leadership must submit a CTMS Request (CTMSR) via the Request for CTMS form:
1 Go to the CTMS Learning Center (https:/dcri.org/ctms-learning-center/)
2 Under Forms and Instructions, click CTMSR: CTMS Request Form

a Complete the CTMSR Overview tab, checking the check box for

Forms and Instructions

| Request for CTMS (to request CTMS support)

Access for External Users (PDF)

Protocol Configuration - Change - Complete Tab 6

b Go to the Protocol Config Change - 6 tab, and add your field configuration

details

¢ If you are not an approver (project leadership), obtain approval via email

A B C D E F G H

Instructions: Complete Required Fields* in Section 1 and appropriate fields in Section 2. No signature is required on the form. Obtain email

Protocol Setup Requirements Form (.docx)
Protocol Setup Instructions (PDF)

External Account Request Instructions (PDF)
DEG: Data Entry Guideline Template (.docx)
DEG: CTMS DEG Review Checklist (PDF)

CTMS Access Form (.docx)

CTMSR: CTMS Request Form (.xIsx)

CTMSR: Instructions (PDF)

A B C D E

1 Complete each applicable row below. Do not make changes to any of the shaded fields. Additional rows may be added if needed for multiple changes.
approval from Approver. Create a new request using the "Request for CTMS" form in Service Now. Attach approval email, entire CTMSR and any 2

1 additional to that request. 3 Protocol Name TRAIN op

R 4 Identifier Details.
2 Section 1 5 Field Name User Pick 1
3 *Protocol Name (in CTMS): TRAIN *Submitted By: | Mindy Jacobs [ "Description of Action required
4 *Contact(s): Mindy Jacobs *Approver Name | Melody Manager 6 (Add/Change/Delete) plus Comments if needed
5 *Contacts' Phone #(s): 919-388-8888 *Approver Role (PL/Lead CRA /CTM ) Mead CRA 11A1
6 N1A2

. . . . . P 12A2
7 Section 2 - Check type of request, complete the tab in this workbook and/or provide other as indicated. 7 Field Value Information (If Needed) correntvaine Nevae) N1B2
8 Insert Checkmark &
9 General Data - Complete Tab 2 - Add/Change/Delete [m] 9 [Field Name
10 Activity Plan - Complete Tab 3 O Description of Action required
11 Safety Letter - Complete Tab 4 O 10 (Add/Change/Delete) plus Comments if needed
12 Trip Report Checklist Activities - Complete Tab 5 AND attach Excel document in same format as example [m] 11 Field Value Information (If Needed) Current Value: New Value:
13 Confirmation and Follow-up Letters — Attach Mockup in MS Word Document [m] 1; S

= ield Name
14 Report — Attach Mockup (Custom or Standard) 0 o - -
= Description of Action required
15 ‘Proloml [¢ ion - New - Attach Protocol Setup Form & Activity Template U 14 (Add/Change/Delete) plus Comments if needed
16 Protocol Configuration -Change - Complete Tab 6 & 15 Field Value Information (If Needed) Current Value: New Value:
17 Protocol Close Out - Attach i a 18 - - §
- » CTMSR Overview General Data - 2 Activity Plans- 3 Safety Letters- 4 Checklist Activities - 5 Protocol Config Change - 6 | ... (5
» || CTMSR Overview | General Data-2 | Activity Plans-3 | SafetyLetters-4 | Checklist Activities-5 | Protocol Config Change -6 | ... (@
3 Onthe CTMS Learning Center (https://dcri.org/ctms-learning-center/) , under Forms and Instructions, click
Request for CTMS (to request CTMS support)
> equest > I > Request for CTMS Search Q

This will launch the Request for CTMS form within
ServiceNow

a Complete the form

b Attach the CTMSR with your field configuration details

¢ If you are not an approver (project leadership), attach a
PDF version of the approval email, as well

d Click Request Now

Getting Help

Favoritoflequest

Trial

elds according to the attached CTMSR. The approval email s attached. ®

Add Attachment

e Ifyou have questions or comments about the content of this QRC, please email Technology Training.
e Ifyou experience any technical problems working with the CTMS that you are unable to resolve, visit the CTMS Learning Center

or submit a Request for CTMS ticket via ServiceNow.
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