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REFERENCE GUIDE CONVENTIONS

What You Need to Know Before Using This
Reference Guide

To gain maximum benefit from the material presented in this reference guide and
the associated training course, you should have a working knowledge of personal
computers (PCs), Microsoft Windows, and the DCRI network. If you need training
in any of these areas, send an email message to I'T Training (at dcriittrain@
dm.duke.edu) requesting assistance.

Visual Aids Used in This Reference Guide

This reference guide uses the following visual aids to indicate notes, tips, and
warnings.

— w5 NOTE: The note icon indicates a clarification or
m supplemental information. Content that is too extensive
for a note appears inside a shaded box instead. Read a
note or a shaded box if you want to learn more about a
particular step or procedure.

»  TipP: The tip icon indicates a helpful hint or keyboard
& shortcut. Read a tip if you want to learn a quicker or
' easier way to perform a particular step or procedure.

particular step or procedure under the stated conditions
causes a significant problem or concern. Always read
warnings.

& WARNING: The warning icon indicates that performing a

Rev 9 - July 2014
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SITE MoNITORING OVERVIEW

ite visit scheduling, tracking, and reporting can be performed in DCRI’s
Clinical Trial Management System (CTMS). Monitors can record their

activities during the course of a clinical trial and track the following items:

¢ Planned and actual site visits that comply with a clinical trial’s monitoring
plan.

¢ Subject forms that are reviewed during a site visit or in-house at the
DCRI.

¢ Issues and protocol deviations identified during a site visit or at any other
time during the course of the clinical trial, including the resolution of
those issues.

CTMS integration enables you to create custom Confirmation and Follow-Up
letters as well as Trip Reports that pull together the information you track.

Rev 9 - July 2014
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Site Monitoring Overview

Protocol-Specific Options

Before a new protocol is entered into the CTMS, a Protocol Setup meeting
occurs to identify protocol-specific requirements and settings, including
options that might influence how you enter site visit data. Please refer to your
protocol’s Data Entry Guideline (DEG) document to determine how data
should be entered into the CTMS for your protocol.

Other protocol-specific options include:

¢ Blinding/unblinding field requirement.

¢ Whether or not to use the CTMS Trip Report tool.
¢ Custom checklist activities.

¢ Custom Confirmation and Follow-Up letters.

Site Visits: How Often?

Optionally, protocol-wide monitoring intervals can be configured during
protocol setup by submitting a CTMS Request (CTMSR) form by email to
the DCRI Service Desk (dcriservicedesk@dm.duke.edu).

Your requested interval appears on all sites in the protocol, but you can
override this setting on a per-site basis by changing the following fields in the
site record:

Field Guidelines

Monitoring Interval Enter a number that is the interval of the unit
Override of measure you specify in the Monitoring
Interval Unit Override field. For example,
enter 2 (for two days, two weeks, two months,
or two years).

Monitoring Interval Unit From the drop-down list, select the unit
Override of measure (Days, Weeks, Months, Years)
to go with the interval you entered in the
Monitoring Interval Override field.

Monitoring Interval From the drop-down list, select the reason for
Override Reason the override.

Rev 9 - July 2014



Site Visit Process Flow

The following flow charts represent the steps to properly record a site visit
and create a Trip Report. You will find detailed instructions in the remaining
sections of this guide.

Before the Site Visit

Mark subjects
to be
monitored

S 4
Begin
Site Visit
Record

\ 4
Begin
Trip Report
Record

\ 4

Send
Confirmation
Letter

\ 4

(optional)
Export Trip
Report to Excel

N N I I/
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Site Monitoring Overview

During/After the Site Visit

Update
Site Visit
Record

\ 4

(if applicable)

Import Trip Report

from Excel

\ 4

Complete
Trip Report
Record

\ 4

Send
Follow-Up
Letter

\ 4

([ Submit Trip
Report for
Approval

\ 4

Complete
Site Visit
Record
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MARKING SUBJECTS TO BE MONITORED

D

following the process below.

WARNING: If your trial uses an Interactive Voice
& Response System (IVRS) to automatically pull
enrollment information into the CTMS, do NOT use the
New button in the Subjects view to add a new subject
record. There can be a 48-hour delay from the time

subject information is received from the IVRS to when it
appears in the CTMS.

Marking Subjects

1
2

Go to the Site Management screen.

Locate the site by running a query on the Site # field. (See “Query

Basics” in IT Training’s CTMS Fundamentals user reference guide.)

Select the site by clicking to the left of the site record.

Select Subjects. If this tab does not show, click the drop-down list to the

right of all view tabs at the bottom of the window.

Saved Queries: * My Sites ] & &

Site Management | Reports

ites| | Conversation Log

tatud Sub-Status PILastName  PIFirstName  Account AddressLine 1  Addressline2  City P
Intere: ‘Cunningham Marcus CARLL Clinical Triak 510 M Prospect Ave Ste, 205 Redondo Beach +
rtered Cunringham Marcus Los Angeles Resear 4650 Sunset Blvd, PO Box 54700 Los Angsles

terests Cunringham Marcus Los Angeles Resear 4650 Sunset Blvd, PO Box 54700 Los Angsles

ctive Olsen Ryan kanisas City Heart € 3901 Rainbow Blvd. Kansas City

terestel Macafrey Christian Central Community [ 1100 Tunnel Rd. ashevile

terested Stop Other - see status ¢ Waring Patrick. Saint Johns Memoriz 1879 Madison Ave, New Vork

ctive Gibson Ronald Madison Community 2500 Overlaok Terrz Madison
tered Jacabson Rene Meridian Research ¢ 10590 N Meridian 5t Ste. 105 Indianapolis
ntered Calins Christopher Gator Memorial Hosp 13000 Bruce B Dowr 111-A Cardiology  Tampa

ctive abernathy. Vickor Cleveland Memorial 11100 Eucld Ave,  Wearn B-16 Cleveland Jé'

»

Statusgntered 1of 104+ »

begion:* West

=]

Account:® CALRLTL Clinical Trials Ini [

]

Status: Entered

Address Line 1: 510 N Prospect Awe.

Subfstatus: City: Redondo Beach

Status Cofment: Frov/State: CA

Site Management tab Subjects tab Drop-down list to
view more tabs

Rev 9 - July 2014

epending on the Monitoring Plan for your protocol, a percentage of
subjects enrolled at a site will need to be monitored (source verification
of subject forms). In the CTMS, all enrolled subjects are listed in subject-
related views. You can indicate which subjects you intend to monitor by

1-1cf 10+ | [E] =

ontracts |\Training | Documents | Other Requiremsnts | Safety Letters | Conversation Log | Site Visits | Protocol Devistion | Subjects | Attachments ¥
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Marking Subjects to be Monitored

5

If necessary, query for the subject under the Subjects view tab.

Meru TMew
Subject Initials
> KLR
mgm

MIR,

Mare Info I Acck Affiliations I Site Contact I Status History I Milestones I Contracts I Training I Documents I Subjects ¥

Delete | Query

Date of Birth Screening # Screening Date  Enroll t ID Ent t Date Status
5{10{1945 1-1768896 7/15/2007 Screened
121141985 1-1656302

12{3/1968 1234 8/1/2007 1234 B/3f2007 Erralled

A

WARNING: Do not attempt to add subjects manually
until you determine whether subjects are automatically
or manually added to the CTMS for your protocol.

To mark a subject record for monitoring, click in the subject’s To Be
Monitored field.

Check the box to flag the subject for monitoring.

Save the record by pressing Ctrl+S.

Rev 9 - July 2014
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DocUMENTING A SITE ViISIT

ite visit scheduling, tracking, and reporting can be performed in the
CTMS. Monitors can record their activities during the course of a
clinical trial, and track the following items:

¢ Planned and actual site visits that comply with the protocol’s monitoring
plan.

¢ Subject forms that are reviewed during a site visit or in-house at the
DCRI.

¢ Issues and protocol deviations identified during a site visit or at any other
time during the course of the clinical trial, including the resolution of
those issues.

There are two steps involved with documenting a site visit:
Step 1: Create a site visit record (discussed in this section).
Step 2: Create a Trip Report (see “Trip Reporting” on page 27).

CTMS integration enables you to create custom Confirmation and Follow-
Up letters (see “Creating a Follow-Up Letter” on page 54), as well as Trip
Reports, which automatically incorporate the data that you have entered.

Site visits can consist of site selections, site initiations, periodic monitoring,
site close-outs, and unscheduled visits. This section covers how to record site
visit data, including fields that you can populate before, during, and after a
site visit.

Rev 9 - July 2014
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Creating a Site Visit Record

1 Click the Site Management screen tab.

2 Locate the site by running a query on the Site # field. (See “Query
Basics” in IT Training’s CTMS Fundamentals user reference guide.)

3 Select the site by clicking to the left of the site record.
4 Click the Site Visits view tab at the bottom of the window.

Sarred (uaeries 8 e | g
| - Mgt |l5m-1
patrn | Cornerusieniog
T ITO i |
S0 Fiille SEabi PlRash mavee P Pl Maivee R il Alleci Lt | Adleesslene T Cly F
brownt TP M 1 T SU8H Prost e R, 205 i B
_— P Pars ik S0 R B POBO TR L Aees =
ot oo e Frg Baris iew s U0 Surat Bed.  Folh ool TR s dnowles
ot Erany varmin O Pt I R el Can Gy
frewwted ] rratan e Comnraty | G0 Tl R Efede
oo esrant 5 Gt = ot BA W Patrci e by Wit 1A Machson b P ek
futren: s Rond teation Cospurdy 900 Grariogk Teng Madhan
friwed B Hlerudgn Bwsac® . OEGH Herudan T e, 164 Sy
frow e Crearighes o Plavrn ot | 000 Brce BEses 1704 Corioiogy  Tarpa 5
i Wt o] P LRG0 D] v, W Be [ Capealind [l
S L
lartemits | Fras Til
SEaha Lt 1ef 10k
Aeoane:® CARL Ciraal Trish i 2
Addrga e 1r PI0NPringnd Ave. 3]
Sk iy Fadored e
Pronfate: A

Site Management screen tab Site Visits view tab

The Site Visits applet opens. An applet is an area that performs a separate
function in the Siebel application.

5 On the Site Visits view applet, do one of the following:
¢ Click the New button to start a new row.
OR
¢ Click the Query button to locate and edit an existing visit record.

6 Use the following table as a guideline for completing the row.

Documenting a Site Visit Rev 9 - July 2014



* Indicates a required field

Field Guidelines

Visit Name

Enter a descriptive name for the visit that will
appear on the Trip Report.

Note: Refer to your protocol’s Data Entry
Guideline (DEG) or clinical monitoring plan to
determine the naming convention for your site
visits. For example, the Visit Name could be the
site name concatenated with the visit type:
30-Day or Visitl.

Visit Type*

Select the appropriate value from the drop-down
list to identify the type of visit that is being
scheduled.

Note: After moving off of this field (or pressing
Ctrl+S to save the entry), the entry becomes

a hyperlink connected to the Trip Report for
the visit (only for protocols using DCRI’s trip
reporting service).

Unblinded?*

If applicable, use the drop-down list to specify
whether this visit was performed by a blinded
or unblinded clinical research associate (CRA).
Blinded CRAs can only view records marked
blinded. Unblinded CRAs can view all records.

Note: For most protocols, this field is read-only.

Planned Visit Start

Enter the estimated date that the visit will be
performed.

Planned Visit
Completion

Enter the estimated date that the visit will be
completed.

Rev 9 - July 2014
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Field Guidelines

Actual Visit Start Enter the date that the visit actually occurred.
Actual Visit Enter the date that the visit actually ended.
Completion

Visit Status Automatically displays the current status of the

visit, based on whether a date appears in the
Planned Visit Completion (Planned), Actual
Visit Completion (Done), or Visit Cancelled
(Cancelled) field. The default value is Planned.
The process for using this field is trial-specific.
Some trial teams edit an existing record; others
delete the old record and add a new one.

For visits with Site Selection in the Visit Type
field, the following statuses appear in the Visit
Status drop-down list:

¢ Not Required - Waiver should be used
when DCRI does not have documentation
that the site has had an on-site monitoring
visit in the last 24 months, but the sponsor
waives the requirement for the site selection
visit. Selecting this status changes the Trip
Report Status field’s value from Not Started
to Not Required.

¢ Not Required - Exemption should be
used when DCRI has documentation that
the site has had an on-site monitoring visit
in the last 24 months, so it is exempt from
the requirement for an on-site site selection
visit. Selecting this status changes the Trip
Report Status field’s value from Not Started
to Not Required.

(continued on next page)

Documenting a Site Visit Rev 9 - July 2014
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Field Guidelines

(continued)

Note: When a Not Required status is
selected, all other fields in the site visit
record are locked from editing.

Trip Report Status

Automatically populated from the Trip Report’s
Report Status field.

Visit Mechanism

Select the type of visit from the drop-down list.
The default value is On-site.

Co-Monitoring Visit

If the visit will be performed by more than one
CRA, select Yes from the drop-down list. The
default value is No.

Training Visit

If the visit will be used to train one or more
CRAs, select Yes from the drop-down list. The
default value is No.

To record trainer/trainee names and roles:

1 Select Yes from the Training Visit drop-
down list.

2 Save the record by pressing Ctrl+S.

3 Scroll down to the Training area of the
window.

Training Menu « Mew  Delete  Cancel  Query

Last Name First Name Role

> | ]

4 Click New.

5 Inthe Last Name field, click the selection
icon to select the other CRA’s name.

6 Inthe Role field, select the CRA’s training
role.

7  Save the record by pressing Ctrl+S.

Note: Training role information is not recorded
on the printed PDF copy of the Trip Report.

Rev 9 - July 2014
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Field Guidelines

Assigned To To assign the visit to another CTMS user (the
default value is your user name):

1 Click the selection icon in the field.

2 Query for and select the name of the person
from the Available list.

3 Click Add to add the name to the Selected
list.

4 Check the Primary checkbox to indicate the
person who is responsible for completing the
site visit record.

5 (optional) Remove the original name from
the Selected list by selecting it and clicking

Remove.
6 Click OK.
Loop Visit Name Enter a name to identify that the visit is part of a

combined trip to other sites. For example, enter
East Coast Loop.

Loop Sequence Enter a number that represents the sequence of
the visit in a particular loop. For example, enter
2 to represent the second visit completed in the

loop.
Planned Patients Enter the number of subjects that are estimated to
Monitored be monitored on the site visit.
Actual Patients Enter the number of subjects that were actually
Monitored monitored on the site visit.
Travel Time Enter the number of hours that you travelled.

Numbers are rounded to the nearest tenth. For
example, entering 5.25 rounds to 5.3 hours.

Time On Site Enter the number of hours that you were on site.
Numbers are rounded to the nearest tenth. For
example, entering 5.25 rounds to 5.3 hours..

Documenting a Site Visit Rev 9 - July 2014



Field Guidelines

Planning/Reporting
Time

Enter the number of hours that you spent
planning for and documenting the site visit.
Numbers are rounded to the nearest tenth. For
example, entering 5.25 rounds to 5.3 hours.

Confirmation Letter
Sent Date

Enter the date that the Confirmation Letter for
the visit was sent to the site.

Follow-Up Letter Sent
Date

Enter the date that the Follow-Up Letter for the
visit was sent to the site.

Comments Enter any comments related to the visit, up to a
maximum of 255 characters.

Trip Report Enter the date that the Trip Report was

Completed completed.

Note: The process for using this field can be
trial-specific. Typically, this date represents when
all documentation is complete for the visit and
Trip Report.

Visit Cancelled

If applicable, enter the date the visit was
cancelled.

Note: Selecting Cancelled from the Visit Status
field automatically populates this field with the
current date.

Submit To Last Name

Automatically populated from the Trip Report’s
Submitted To field.

Submit To First Name

Automatically populated from the Trip Report’s
Submitted To field.

Submitted By Last
Name

Automatically populated from the Trip Report’s
Submitted By field.

Submitted By First
Name

Automatically populated from the Trip Report’s
Submitted By field.

Rev 9 - July 2014
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Documenting a Site Visit

Field Guidelines

Submitted Date

Automatically populated when the Trip Report’s
Report Status field shows Submitted.

Approved Date

Automatically populated when the Trip Report’s
Report Status field shows Approved.

Expense Report
Submitted

Enter the date that the expense report for the visit
was submitted to the project lead.

Exp Rpt Submit By
FN

Automatically populated when a name is selected
in the Exp Rpt Submit By LN field.

Exp Rpt Submit By
LN

Click the selection icon to select your name (or
the name of the person submitting the expense
report).

Exp Rpt Appr By FN

Automatically populated when a name is selected
in the Exp Rpt Appr By LN field.

Exp Rpt Appr By LN

Click the selection icon to select the name of the
person who approved the expense report.

Expense Report
Approved

Enter the date that the expense report for the visit
was approved.

Trip Report Sent to
Sponsor Date

Automatically populated when the Trip Report’s
Report Status field shows Sent to Sponsor.

7  Save the record by pressing Ctrl+S.

Rev 9 - July 2014
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Completing Fields After Trip Report Approval

When the Trip Report is approved (see “Trip Report Approval Process” on
page 61), all fields in the Trip Report and Site Visit Record are locked from
editing. The following fields are made available on the More Info applet
below the site visit record, so that you can complete them even after the Trip
Report is approved, since these events generally occur after approval:

¢ Expense Report Submitted
¢ Exp Rpt Submit By FN

¢ Exp Rpt Submit By LN

¢ Exp Rpt Appr By FN

¢ Exp Rpt Appr By LN

¢ Expense Report Approved
¢ Trip Report Sent to Sponsor
¢ Follow-Up Letter Sent

¢ Trip Report Completed

Adding Data to Fields After Trip Report Approval

1 On the Site Visits view tab, select the site visit by clicking to the left of
the record.

2 Scroll down to the More Info applet at the bottom of the window.

Site Visits view tab

\

More Info || Acck Affiliations | Site Contact | Status History | Milestones | Contracts | Training | Documents | Other Requirements | Safety Letters Conversation Log | Site Wisits Protoco
Menu Hew Query  Query Results
Wisit Name Visit Type Unblinded? Planned Visit Star Planned Visit Com Actual Visit Start Actual ¥isit Comp Visit Status Trip Report Statu Visit Mechanism
> PMV3 Periadic Mantoring  No 11/4{2003 11)42009 102942000 10/29/2009 Done Nt Approved Cn-site
phiz Periadic Monitaring i No 2}15/2008 2i15/2008 2/11f2009 2/1142009 Done Submitted On-site
PRL Periadic Mantoring No 2/1j200% 2i1j2008 2/1j2008 2{1jz008 Done Submitted Cnesite
L1l |
More Info
Menu~
Expense Refbort Submitted: B Expense Report Approved: [ Trip Report Sent To Sponsor: B Trip Report Completed: =
Exp Rot Yubrit By FH: Exp Rpt Appr By F: Follow-up Letter Sent: #
Exp Rpt Sybmit By LM =] Exp Rpt Appr By LN =]

More Info applet

3 Use the following table as a guideline for completing the fields.

Rev 9 - July 2014 Documenting a Site Visit
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Documenting a Site Visit

* Indicates a required field

Field Guidelines

Expense Report Enter the date that the expense report for the visit

Submitted was submitted to the Lead CRA or Project Lead.

Exp Rpt Submit By Automatically populated when a name is selected

FN in the Exp Rpt Submit By LN field.

Exp Rpt Submit By Click the selection icon to select your name (or

LN the name of the person submitting the expense
report).

Expense Report Enter the date that the expense report for the visit

Approved was approved.

Exp Rpt Appr By FN Automatically populated when a name is selected
in the Exp Rpt Appr By LN field.

Exp Rpt Appr By LN Click the selection icon to select the name of the
person who approved the expense report.

Trip Report Sent to If applicable, enter the date that the Trip Report
Sponsor was sent to the sponsor.

Follow-Up Letter Sent | Enter the date that the Follow-Up Letter for the
visit was sent to the site.

Trip Report Enter the date that the Trip Report was
Completed completed.

Note: The process for using this field can be
trial-specific. Typically, this date represents when
all documentation is complete for the visit and
Trip Report.

4 Save the data by pressing Ctrl+S.

Rev 9 - July 2014



Viewing the Trip Report Status History

The Trip Report Status History applet that appears at the bottom of both
the Site Visits screen tab (at the top of the window) and the Site Visits view
tab (available on the Site Management screen tab) shows status changes that
were made to the Trip Report.

Trip Report - Status History

Employee Login  Operation

2 | SI001 EEE Moclify
=100 EEE Maclify
S1001 EEE Mocdify
SI001 EEE Moclify
SI001 EEE Moclify

Field 0ld Value Hew Value Date

DCRI Submitted By Last Mame CRA 120452007 10:16:01 A
Trip Report Status Mot Started In Progress 120452007 10:16:01 Ak
DCRI Subtnit To Last Mame CRA, Moy 1244/2007 10:17:05 AM
Trip Report Status In Progress Subrmitted 12542007 101716 A
DCRI Submitted Date 120452007 120452007 101716 A

The applet’s read-only fields are explained in the table below.

Field Description

Employee Login

Who made the update.

Operation The action that was taken.

Field The field that was updated.

Old Value The value that was in the field prior to the
update.

New Value The new value that is now in the field.

Date The date that the update occurred.

Rev 9 - July 2014
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TRIP REPORTING

Trip Report is populated before, during, and after a site visit, containing
data that is collected by CRAs. The CTMS supports electronic signature

technology, enabling submission and approval of Trip Reports to be done .
electronically.

Trip Reports can contain the following information:

¢ Type of visit

¢ Submitted by and approval information

¢ Site visit attendees

¢ Site visit checklist items

¢ Site visit follow-up items

¢ Informed Consent Form (ICF) monitoring information
¢ Case Report Form (CRF) monitoring information

¢ Protocol deviations

¢ Site visit attachments

4 Site visit observations and comments

»  Tip: Although you cannot save “versions” of your
electronic Trip Report, you can save a PDF copy at any
@& time to capture the most current updates. See “Viewing
and Creating a PDF Trip Report” on page 66.

Rev 9 - July 2014
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Starting a New Trip Report

When a site visit has been scheduled, the Trip Report can be started to

help you prepare for the visit. Specifically, the Report Template should be
selected, which automatically changes the Report Status to In Progress and
populates the Checklist Activities tab.

1 Click the Site Management screen tab.

2 Locate the site by running a query on the Site # field. (See “Query
Basics” in IT Training’s CTMS Fundamentals user reference guide.)

3 Select the site by clicking to the left of the site record.
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Site Management screen tab Site Visits view tab

4 Click the Site Visits view tab at the bottom of the window.
5 If necessary, query for the visit in the Site Visits view tab.

If the query does not return any records, you must enter the site visit prior
to completing this procedure. See “Documenting a Site Visit” on page 15.

6 Click the blue hyperlink in the Visit Type field.

Menu MNew Query Query Results
¥isit Name Yisit Type Unblinded?

> PMY3 Perindic Monitoring Mo
PTWE Periodic Monitoring)t Mo
PR Periodic Monitoring Mo

Visit Type hyperlink
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The Trip Report detail window appears.

Report Template field

“:l_‘ Home |57 Contacts | ‘; Accounts IﬁnbiMlh-n: Iﬂm |Pmlv|:l:|lh imm I!'HE'I'I'H'I-

Chrwcad She Visiks List | Sk Vi Fobow Up | CRF Mondtof
Trip Report: PARROT _FS 3110 Terry Clybgrn Perlodic Monitoring

TR Caary View Trip Report  Submd Aporope b Abtach  Abtach TripRepavt  Aftach Confirmation Letter  Attach

Subrmibed By d Report Templite: = Vb Rart: H Vi hamec® REVL
Subrotbed To: | Feport Sotus: Mok Started || Wik Compioted: M Mecharism: Cresto

Tempdahe Linkodh: [ Ml Visk: Eiterdees:

bl Obmervationd | Casments: ﬂ Erprral Corme

3
=

Checkdist Acthities | Curent Folow s | 8 Fokoeeim | 1065 | 8P | Protocaiiesion | sntactenorts
M = Hwr Lot

Item & Activity Type  Destcriplion Inatructions. Arnotations.

Template Unlock field

7  Click the Report Template drop-down arrow to select a template.
The following occurs:
¢ The Report Template field becomes read-only.
¢ The Report Status field is populated with the value In Progress.
¢ The Template Unlock field is unchecked.

¢ The Checklist Activities tab is populated with checklist items to be
addressed during the site visit.

WARNING: If applicable, protocol-specific templates
will be listed first in the Report Template drop-down

list. Use protocol-specific templates unless otherwise
instructed. Refer to your protocol’s DEG or clinical
monitoring plan to determine which template to use.

8 Press Ctrl+S to save the record.
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Changing the Report Template

By default, when a Report Template is selected, the selection immediately
becomes read-only to prevent accidental changes of the template after data
has been added to the Checklist Activities tab. The Template Unlock
checkbox enables you to unlock the Report Template field and change the
template when needed. Both the Report Template and Template Unlock
fields are read-only for Trip Reports with a Report Status of Submitted,
Approved, or Sent to Sponsor.

WARNING: When you change a Report Template, all

& previously entered data on the Checklist Activities
tab will be deleted and replaced with the checklist
associated with the new template. Data on all other
tabs in the Trip Report window will not be affected if
you change the Report Template.

(@} Home |3z Contacts |[7] Accounts | Global Database | Reparts | Protocal
Cinical Sike Yist

Trip Report: PARROT F5 3110 Terry Clyburn Periodic Monitorir

Mena = Query Wiew Trio Report  Submit  Aporowe % Attach Attach Tria Repor
Subenitted B ] I Reaor: Ternplate: E Yisit Skart
Submitted To ] eport Stskuz: Mot Starked |E| Wigh Comaleted
Templzte Jnlack: ™ Hexk wisit

1 Select Template Unlock, and then step off the field to save the selection.

The following message appears:

Microsoft Internet Explorer X|

This action will delete the existing Trip Repart Template and any data

\{/ tracked for the Checklist Activities, Data on other Tabs within the Trip
Report will not be affected, Are vou sure you want ko delete the Trip
Report Template?

ok I Cancel

2 Do one of the following:

¢ Click OK if you want to replace the checklist and any previously
entered data with the new template’s checklist. You can now click
the Report Template drop-down arrow to select a new template.

Or

¢ Click Cancel. No changes will be made.
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Creating a Confirmation Letter

You can create Confirmation Letters in the Trip Report window, using a
built-in template tool. This tool pulls data from your site visit record and Trip
Report to populate the letter with information specific to your visit. Letters
are saved in Microsoft Word format, enabling you to save them to another file
location, print and mail or fax them, or attach them to an email message.

are automatically created when following the letter
generation procedures below. Protocol-specific, site-visit-
type-specific letter templates can be accommodated.
Requests should be submitted on a CTMS Request
(CTMSR) form by email to the DCRI Service Desk
(dcriservicedesk@dm.duke.edu).

m NOTE: Standard, site-visit-type-specific letter templates

. Tip: Instead of manually signing the letters, CTMS
~ offers an optional electronic signature feature that is 21
& CFR Part 11 compliant. For this capability to work, you
must request electronic signature configuration for your
protocol’s letters in a CTMSR sent to the DCRI Service
Desk.

1 Click the Site Management screen tab.

2 Locate the site by running a query on the Site # field. (See “Query
Basics” in IT Training’s CTMS Fundamentals user reference guide.)

3 Select the site by clicking to the left of the site record.

Sarvead (uarvees  * 1% S b LWL |
| [ —— |lam-h
fatra | Cormariatoniog
e R S
SE T Sadle-Staben Pl Rk aiver 1 Pk S A il deliiess Lisst | Adddrwas e T Dly F
[riwed P L] L1 Owaal Tk U100 W Propail B R 200 B B
freseed PP P B SUI el vl PO B THND Los dvgeles =
b g Parin Lid B oo ST et [Ped P i BTG i At
ot [y Vi Sy B! & S0 BB Bl Riw'aged
e [T et s o Doy | UGG Turrl B Estpte
i of extn] 1 LR TR i wrd dafe Mt FAT Madeon ks P Tk
s b Rord L R e - T Bandian
frasied b ¢ B Mg Bt LR H Mendyn T R 198 Iy
e Sreanicher waroe Moo Mot E00 Brune Bler 11704 Cordoiogy  TieFpa B
- s i wovirad M b1 Dudhd e, Waen B 6 Chvatard []
E— L
carirnds | frar |l.‘-o-oul-m | bt B et |‘.-|fv:-|.vrr+-t | Loreerrianon g | Tnw el |ﬁx:,a-c-.l¢-w | Senits |hu-Pr-m T
Sbatnivend Laf10e k
Bl Week o Aedure:® CARY Ol Trose Irs )
e\ Lrtvend s Addremalre 1 SI0N Fronget . 2l
bR Ry Basord B
Eafun Correrd PronfRate: A -
L IJ?I
Site Management screen tab Site Visits view tab
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Click the Site Visits view tab at the bottom of the window.

If necessary, query for the visit on the Site Visits view tab.

If the query does not return any records, you must enter the site visit prior
to completing this procedure. See “Documenting a Site Visit” on page 15.

Click the blue hyperlink in the Visit Type field.

Menu + Mew Quetry Query Results
¥isit Name ¥isit Type Unblinded?

> PMY3 Petiodic Monitoring Mo
PrYZ Periodic Maritaring)t No
PMY1 P?odic Monitaring Mo

Visit Type hyperlink

The Trip Report detail window appears.

Attach Confirmation Letter button

Trip Report: PARROT_FS 3110 Terry Clyburn Periodic Monitoring

Menu v Query View Trip Report  Submit  Approve & Attach  Attach Trip Repark  Attach Confirmation Letter  Attach Follow Up Letker  Export
Submitted By! UATO0Z &) Report Template: 2ARROT_FS PI E‘ Wisit Stark: [ Visit Mame:® PMyVL E-sig. Submitted By:
Submitted To: ] Report Status: InFrogress || Wisit Completed: [ Mechanism: Onesits || E-sig. Submitted Date:

Template Unlock: r et Visit: Attendees: 2]
bdditional Observations! Comments: m Internal Comments:
E
=

Click Attach Confirmation Letter.

After a brief pause, the confirmation
window to the right appears, telling

you that the Confirmation Letter has
been added to your Attachments tab.

Click OK.

siebel T

1 "_\ attachment created
L

QK.

Click the Attachments tab.

The new Confirmation Letter appears at the top of the list.

Checklist Ackivities | Current Follow-up

Menu -« Delete  Query Mew File
Attachment Mam Type Modified

» Confirmation Letter doc 11/18/2009
Investigakor Study F doc 11/18/2009

All Follow-up | ICF's | CRF's
Email &ll Attachments

Comments
01:03:4
12:36:0
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10 Click the Confirmation Letter hyperlink.

A message appears,
enabling you to open the
file or save it to another
location.

Open I Save

File Download

You are downloading the file Confirmation Letter
11-18-2009 1.03.47 PM.doc, Would you like to open
the file or save it to your computer?

Cancel |

x|

11 Click Open.

The letter opens in Microsoft Word in Protected View mode.

Wi 9 -0 060

Home Insert Page Layout References Mailings Review

Confirmation Letter 3-18-2011 J

View

Add-Ins

Acrobat

o Protected View  This file was opened from a potentially unsafe location. Click for more details. Enable Editing

12 To edit the file, click Enable Editing at the top of the Word window.

13 Review and edit the letter as needed.

u Duke Clinical Research Institute

Friom Thaught Leadarahip 1o Clinlcal Praciics
March 18, 2011
Wlichssl Adslman [Irvestigator Degres]
510 I Prospact Ava.
Sta. 203
Fedondp Beach CA 0277
USA
Site=: 00
F.z: Protocol = TRADN-100 — Periodic MMonitoring Visit Confirmation

Trndroma.
Wizt Dat=: 04012011 to 4012011

Dizar Dir. Adslman,

This lattsr sarves as confirmation that 3 Par
schedulad for 04012011 t0 04012011 &
and anticipats that the following individuals
tima: [insert names and iflmown, tims nesded].

Dnering thiz visit, [plan 1o r=visw the following:

Cutstanding Issuss thet Faguirs Fesolution

Subjact Bacruitment, Enrollment & Bstention

Informad Consont

Cas= F=port Form {CEF) / Elactronic Caz= Fsport Form (=CEF)
Adbsranca to Protocol Amendment(s) and Stedy Compliancs
Tast Articls Accountability

Lsborstory Proceduere: and Biological Samplas

Ezzantisl Doormsnts

Sits 5taf Facilities, & Stody Suppliss

[zt additionsl items hers]

hssitats to comtact me ar 818-335-1433 or email instroctor@dorn. duka adn.

Binceraly,

Potocol Entitled: A randomized, doubls blind study to ovaleats the sffect of aspirin on aoms cofonary

NJlonitoring Vizit for the above mantionsd protocol is
I expact tha vizit to last sppromimately [= hours
lna2=d tobe availshla for 3 dazsignared portion of this

Thank vou sgain for vou participation inthis important clinical eesarch stedy. I look forwsrd 1o
measting with vou and vour staff.  In theinterim shovld vou kave any quastions, pleass do not
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pointed out below, then electronic signatures are

m NOTE: If the letter’s signature block includes the line
enabled for this letter.

Sincerely,

Mary Monitor

Clinical Research Associate

Duke Clinical Research Institute
DCRIElectronicSignaturePlaceHolder-DONOTDELETE s

Important! Do not edit or delete this text.

14 To print the letter, select File>Print.

15

16

17

To save the letter, select File>Save as, and then navigate to the location
where you want to save the file (selecting file type *doc or *docx).

directly to the CTMS if you had opened that file from
within the CTMS. The work-around is to first save the
document to another location and then import it back

into the CTMS, following steps 15 and 16.

C WARNING: You can no longer save a Word document

To add the file back into the Trip Report, click New File on the
Attachments tab, locate the file, and then click Open.

If electronic signatures have been enabled for the letter, then do the
following:

a On the Attachments tab, save the record by pressing Ctrl + S.

WARNING: If you forget to press Ctrl + S, changes you
saved in Word are lost.

b On the Attachments tab, highlight the letter by clicking to the left of
the record.

¢ Click  sign .
An Electronic Signature window appears.

d Enter your DCRI network password, and then click OK. A
confirmation window appears.

e Click OK.

On the Attachments tab, a new PDF version of the letter appears
with the text Authored and Electronically Signed by [your name][DD
MMM YYYY][HH:MM][AM/PM] in the signature area of the letter.

m NOTE: To see the new PDF attachment, you may need

to refresh your screen.
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»  Tip: The default name for the PDF is rather long. You
can change this title by aiming to the right of the default
& name and clicking a blank area of the Title field, and
then entering a new name for the PDF file.

f  Check your Data Entry Guidelines (DEG) for instructions on whether
or not to delete the original Word version of the letter.

»  Tip: To send the letter via email, go to the Attachments
tab, click to the left of the letter to highlight it, and then
select File>Send Email.

&

Completing the Trip Report

Once a Trip Report has been started, you can return to it as often as needed
to complete additional fields, add new data, and attach documents—until the
Trip Report is approved. To open an existing Trip Report, follow steps 1-6 of
“Starting a New Trip Report” on page 28.

This section covers the various pieces of the Trip Report window:
Form fields (see next)

Checklist activities (page 39)

Follow-up activities (page 42)

ICF tracking (page 45)

CREF tracking (page 47)

* & & o oo o

Protocol deviations (page 49)

¢ Attachments (page 51)

Form Fields

The fields in the upper portion of the Trip Report window pertain to the site
visit and determine the type of Trip Report you are completing. The header
at the top of the window displays the site number, principal investigator, and
visit type for the report.

Trip Report: PARROT_FS 3110 Terry Clyburn Periodic Monitoring

Menu « Query View Trip Report  Submit  Approve & Attach  Attach Trip Report  Attach Confirmation Letter  Atkach Follow
Submitted By: UATOO09 i) Report Template: PARROT_FS PI lz‘ Visit Start: B visit Mame:® PRV

Submitted Ta: [ Report Status: In Progress IE‘ Wisit Carmpleted: B Mechanism: On-site

Template Unlock: — Mexk Visit: Attendees:

Upper left portion of Trip Report, showing some of the form fields
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Use the following table as a guideline to complete the form fields.
Field Guidelines
Submitted By When submitting a Trip Report for approval, click

the selection icon in this field to open the Pick
Internal Personnel window. Select your name
from the list, and then click the Pick button. See
“Trip Report Approval Process” on page 61.

Submitted To When submitting a Trip Report for approval,
select the name to which the report is being
submitted. See “Trip Report Approval Process” on
page 61.

Report Template Select a Trip Report template from the drop-down
list. This step populates the Checklist Activities
tab. See “Starting a New Trip Report” on page
28. If you would like to change the template, see
“Changing the Report Template” on page 30.

Report Status Populated with the appropriate status when the
following actions occur:

¢ Not Required. (For SSV visits) Appears when
the site visit’s Visit Status is Not Required.

¢ Not Started. Default status indicating that
a template has not yet been selected in the
Report Template field.

¢ In Progress. Appears when the CRA selects a
template in the Report Template field.

¢ Submitted. Appears when the CRA submits
the Trip Report for approval.

¢ Sent to Sponsor. Selected by the team member
designated to send the Trip Report to the
sponsor (typically the Lead CRA).

¢ Recall. Can be selected by the CRA after the
Trip Report has been submitted for approval,
allowing the CRA to edit the Trip Report.

¢+ Not Approved. Selected by the Trip Report
approver (typically the Lead CRA) to indicate
that the Trip Report requires further editing by
the CRA.

¢ Approved. Appears when the Trip Report
approver (typically the Lead CRA) clicks the
Approve & Attach button.

See “Trip Report Approval Process” on page 61.
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Field Guidelines

Template Unlock

Check the box to unlock the Report Template
drop-down list. See “Changing the Report
Template” on page 30.

Visit Start

Automatically populated from the site visit
record’s Actual Start Date field.

Visit Completed

Automatically populated from the site visit
record’s Actual Completion Date field.

Next Visit

Enter the next date that you plan to visit the site.
If this field is populated, it will show on the Trip
Report. If this field is not populated, the words
Next Visit will not appear on the printed Trip
Report.

Visit Name

Automatically populated from the site visit
record’s Visit Name field.

Mechanism

(read-only) Automatically populated from the site
visit record’s Visit Mechanism field.

Attendees

To select the attendees who participated in the
visit:

1 Click the selection icon in this field.

2 Query a name in the left side of the window.

Note: By default, the list shows only site
(“affiliated”) personnel. To view a list of all
CTMS contacts, click All Contacts.

3 Click Add to add the name to the right side of
the window.

4 Click the Attending Role drop-down arrow to
select the attendee’s role.

5 If needed, repeat steps 2-4 to add other
attendees.

6 Click OK.

Note: Contacts with a date in the End Date field
can still be selected as an attendee for the visit.

Rev 9 - July 2014
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Field Guidelines

Other Locations To record other affiliated sites you attended while
visiting the main site:
— Selection
|Other Locations: | E‘l/ icon

1 Click the selection icon in the field.
A DCRI Site Account Affiliation window
appears. Accounts listed on the site’s Acct
Affiliations tab appear in the Available
(left) box.

[ETHCRISUe Kecnceh AMMation - Lhcresats bbkcnat Exploren

Available l1-nads Selected  quey
Account Name | Account Role  ACcount Start D Account Lnd Date Acceu Account Name | Accoun
» Chvslard Menonal Satelee Ste Hipan e

Lk

2 Select an account that you visited while on
this site visit, and then click Add.

The site appears in Selected (right box).

3 Click OK.

Note: If this field is populated, the accounts
appear on the PDF copy of the Trip Report.

E-sig Submitted By Automatically populated during the Trip Report
E-sig Submitted Date | approval process.
E-sig Approved By

E-sig Approved Date Note: E-sig (electronic signature) information

appears in the current user’s time zone in the
Trip Report window. The PDF version of the Trip
Report will always display e-sig information in
Eastern Standard / Daylight Time (EST / EDT)
time zone.

See “Trip Report Approval Process” on page 61.

Additional Use this field to capture additional comments

Observations/ about the trip. All users can enter comments in this

Comments field (maximum 16,000 characters). Comments
entered in this field appear on the final printed
Trip Report.

Internal Comments Use this field to capture comments to and

from the Trip Report approver. All users can
enter comments in this field (maximum 4,000
characters). Comments entered in this field will
not show on the final printed Trip Report. When
the Trip Report is approved, the contents of this
field are deleted.
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Checklist Activities

The Checklist Activities tab displays a list of questions and issues to be
addressed during the site visit. The list of checklist activities is determined by
the template that is selected in the Report Template field in the top portion of
the Trip Report window.

Answer each item by selecting an option from the appropriate column. (For
example, you enter numbers in the Quantity column.) Depending on your
protocol, you can also refer to the Instructions and Annotations fields to
help you understand the proper way to answer specific questions.

Checklist Activities | Current Follow-up | All Follow-up | ICF's | CRF's | Protocol Deviation | Attachments

Menu Mew Query

Item #  Activity Type Description Instructions Annotations
> 1 Subject Status Sumr Total number of screened subjects Use Guantity Field

z Subject Status Sumr Total number of screen Failures Use Guantity Field

3 Subject Status Sumr Total number of enrolled)randomized subjects Use Quantity Field

4 Subject Status Sumr Total number of active subjects {including those in Follow-1 Use Quantity field

|3 Subject Status Surr Total nurber of discontinued subjects Use Quantity Field

Upper portion of Checklist Activities tab

. TiP: Select a row and then scroll down to enter data in
the form displayed at the bottom of the window. Data
@& you enter in form fields is more visible and can be spell-
checked. Use the navigation buttons to go to the next/
previous checklist item.

Spell-check buttons Navigation buttons

/N AN

7 lof o+ b

Checklist Activities

Menu - Mew

Description:*  Tokal number of screened subjects
Instructions: Use Quantity field

Activity Type:® Subject Status Summary Outstanding Issues: [~

Internal Comments:

Comments:

Ttem #: 1 =
em = = =
Quankity: =] . -
Response: IE‘
Dats: = =l =l

Lower portion of Checklist Activities tab

WARNING: You must turn off your pop-up blocker
for the spell-check feature to work. See “Enabling
CTMS Pop-Up Windows” in Appendix A of IT
Training’s CTMS Fundamentals user reference
guide.
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Item # *

1 On the Checklist Activities tab, do one of the following:

¢ To complete an existing checklist activity, select the activity by
clicking to the left of the record.

¢ To add a new checklist activity, click the New button.

2 Use the following table as a guideline to complete the record.

* indicates field is pre-populated for template activities

Field Guidelines

During protocol setup, this field can be pre-
populated with a numbering sequence for

each activity. Pre-populated (“template”) item
numbers cannot be modified. If new activities are
added to the list, you cannot duplicate an item
number.

Activity Type *

Select a category for the checklist item from the
drop-down list.

Description *

Enter the question or issue that needs to be
addressed at the site, up to a maximum of 256
characters.

Instructions *

(read-only) Based on the protocol, this field
shows instructions for how to answer the
question. For example, Use the Response field to
answer this question.

Annotations *

(read-only) Based on the protocol, this field
shows additional instructions for how to answer
the question. For example, this field provides
additional steps to take if the answer in the
Response field is Yes.

Quantity

For checklist items that require a number answer,
enter the quantity in this field.

Note: Only one answer can be entered in the
Quantity, Response, or Date field. When a
value is entered in one field, the other two are
locked from editing. Clearing the field opens all
three fields for editing.

Trip Reporting
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Field Guidelines

Response

For checklist items that require a response, such
as Yes or No, select the option from the drop-
down list. See the Note in the Quantity field
guidelines.

Date

For checklist items that require a date answer,
enter the date in this field. See the Note in the
Quantity field guidelines.

Comments

Use this field to capture additional comments
about the checklist activity. All users can
enter comments in this field (maximum 4,000
characters). Comments entered in this field
appear on the final printed Trip Report.

Note: Use Ctrl+X to cut comments from
another source and Ctrl+V to paste them into the
Comments field.

Internal Comments

Use this field to capture manager comments
about the checklist activity, as well as CRA
responses to manager comments. All users can
enter comments in this field (maximum 4,000
characters). Comments entered in this field will
not show on the final printed Trip Report. When
the Trip Report is approved, the contents of this
field are deleted.

Created By

(read-only) Displays the current user ID.

Outstanding Issues

Check the box to indicate that there is an
outstanding issue with the checklist item.

Note: Checking the box does not automatically
add a new entry in the Current Follow-Up
Items tab.

3 Save the record by pressing Ctrl+S.

) TiP: To create a new checklist activity, click New.

@/
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Follow-Up Activities

There are two follow-up activity tabs.

¢ Current Follow-up. Shows all follow-up activities for this visit only. You

can add new records and edit records in this view.

All Follow-up. Shows all follow-up activities for this visit, plus the
following:

— Follow-up activities from previous site visits that still have a Status
of Open.

— Previous site visit follow-up activities that were closed (Status is
Done) after the previous site visit’s Actual Completion Date.

All activities listed on the All Follow-up tab appear on the printed Trip
Report. In this view you cannot add new records; however, you can edit
existing records.

% Tip: Select a row and then scroll down to enter data in
& the form displayed at the bottom of the window. Data
you enter in form fields is more visible and can be spell-
checked. Use the navigation buttons to go to the next/
previous follow-up item.

Checklist Activities | Current Follow-up | &l Follow-up | ICF's | CRF's | Protocol Deviation | Attachments
Menu + Mew | Delete  Query

Activity Type Description Due Status

> | [+] Open

Completed ¥

Top portion of Current Follow-up tab

Complete Follow-up Activities with the Current Follow-up Tab
Click the Current Follow-up tab.

If no additional follow-up activities need to be added to the existing list,
skip to step 4 of this procedure.

If there are additional follow-up activities that need to be added, click the
New button on the Current Follow-up tab.

Use the following table as a guideline to complete the new row or to fill
in data for an existing follow-up activity.
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* indicates a required field

Field Guidelines

Activity Type* Select an option from the drop-down list to
identify the follow-up activity.

Description Describe the follow-up activity that needs
to be addressed at the site (maximum 4,000
characters).

Due Enter the date that the follow-up activity should
be completed. The default value is blank.

Status Select the appropriate option from the drop-down

list. The default value is Open.

Completed Date

Enter the date that the follow-up activity ended.

Resolution/Action
Comments

Enter comments regarding the resolution of the
follow-up activity (maximum 4,000 characters).

Assigned To:

Follow-up activities only appear in your list if
your user ID is listed in the Assigned To field
(the default). The name listed in the SM Last
Name field on the site record is the default
“primary” contact. To assign the follow-up
activity to another person, follow these steps:

1 Click the selection icon in the field.

2  Select the person’s name from the Available
list.

3 Click Add to add the person’s name to the
Selected list.

4 Check the Primary checkbox to indicate
the person that will be responsible for
completing the activity.

5 Click OK.

Note: The new person’s name does not appear
until you exit and return to the window.
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Field Guidelines

Created By (read-only) Displays the current user ID.

Show on Follow-Up Checked by default. Uncheck the box to remove
Letter the follow-up item from the Follow-Up Letter.
See “Creating a Follow-Up Letter” on page 54.

Internal Comments Use this field to capture comments to and

from the Trip Report approver. All users can
enter comments in this field (maximum 4,000
characters). Comments entered in this field will
not show on the final printed Trip Report. When
the Trip Report is approved, the contents of this
field are deleted.

» Complete Follow-up Activities from the Site Visits Screen Tab

Alternately, you can close follow-up items by using the Site Visits screen

tab (click the Site Visit Follow Up link). The fields that can be edited at this
level include Resolution Comments, Status, and Completed Date. Use this
method to close follow-up items after a Trip Report has been approved, or
when a future site visit and Trip Report have not yet been entered for the site.

/a*‘ Home |||-_\_J Contacts |"‘_| Accounts | Global Database | Protocols | Site t | IUser ferences I Site Visits
Clinical Site Visits List | Site Visit Follow Up | CRF Maritored

Assigned Site Visits Follow Up's [~/ IREET= "84 Query

Activity Type  Actual Visit Start Description Resolution Comments Status Completed Date VisH

> I5F 8/5/2010 MNeed to get better copy of document. .. Open Peri¢

IRE Related 112008 Visit 1 - Follow up 1 - Study Coordinator | Gave forms to SC. Done 1/31/2008 Peri

Chinical Question  1/1/2008 Visit 1 - Follow up 3 - Question about ciin Data lockdowr. Done 1f31f2008 Perif

Core | ab 172008 Gl -Foliow up 2 - Corelab aooroved, Aporoved Roe 2102011 Berd

1 From the Site Visits screen tab (at the top of the window), click Site Visit
Follow Up.

2 Query for the appropriate site visit.
3 Edit the follow-up record at the list level (do not drill into the site first).
4 Save the record by pressing Ctrl+S.

), NOTE: To view and/or edit records that are assigned to
| someone else, select All My Sites from the blue drop-
down list at the top left of the window.
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ICF Tracking

If your protocol is tracking subject Informed Consent Forms (ICFs) during
site visits, click the ICF’s tab to record the information. Before the Trip
Report is approved, you can use the Delete button to remove ICF records
entered in error.

NOTE: Because some protocols are set up to
automatically import enrollment data into the CTMS,
there can be as much as a 48-hour delay before
enrollment data appears in the CTMS.

£ Tip: Select a row and then scroll down to enter data in

) the form displayed at the bottom of the window. Data
you enter in form fields is more visible and can be spell-
checked. Use the navigation buttons to go to the next/
previous subject.

1 Click the ICF’s tab, then click the New button.

A new row appears.

New button
1

Checklist A+viﬁes I Current Follow-up I All Fallow-up I ICF's I CRF's I Protocol Deviation
Menu ~ Mew | Delete  Query
Subject ID Subject Initials Enrollment Date Consent Date Version Date
> | i

2 Use the following table as a guideline to complete the new row.

* indicates a required field

Field Guidelines

Subject ID (read-only) After the record is saved, shows the
protocol-specific number automatically assigned
to the subject. Typically, this is the site number
concatenated with a sequence number.

Subject Initials* 1 Click the selection icon in this field.

2  Select the subject by clicking to the left of
the record.

3 Click OK.

(continued on next page)
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Field Guidelines

(continued)

Notes:

¢ If you do not see a subject record, contact
your clinical administrator. There can be
up to a 48-hour delay from the time subject
information is received from the IVRS to
when it appears in the CTMS.

¢ Subject initials do not appear on the printed
Trip Report.

Enrollment Date

(read-only) Shows the date that the subject was
enrolled.

Consent Date

Enter the date that the consent occurred.

Version Date

Enter the version date of the ICF. Refer to your
protocol’s DEG or clinical monitoring plan to
determine what date to put in this field.

Type

Select the ICF type from the drop-down list.

Source Document
Verified

Check the box to indicate that the source
documents for the ICF have been verified.

Source Document
Verified Date

Enter the date that the ICF for the subject was
verified.

Comments

Enter comments pertaining to the ICF record
(maximum 4,000 characters).

Internal Comments

Use this field to capture comments to and

from the Trip Report approver. All users can
enter comments in this field (maximum 4,000
characters). Comments entered in this field do
not show on the final printed Trip Report. When
the Trip Report is approved, the contents of this
field are deleted.

3 Press Ctrl+S to save the record.

4 Repeat steps 1-3 as needed to record additional ICF data.

@ .

/) Tip: To quickly duplicate a record, highlight the record
and then press Ctrl + B on your keyboard.
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CRF Tracking

If your protocol is tracking subject Case Report Forms (CRF) during site

visits, click the CRF’s tab.

NOTE: Because some protocols are set up to
automatically import enrollment data into the CTMS,
there can be as much as a 48-hour delay before

enroliment data appears in the CTMS.

/) Tip: Select a row and then scroll down to enter data in
the form displayed at the bottom of the window. Data
you enter in form fields is more visible and can be spell-

checked. Use the navigation buttons to go to the next/
previous subject.

1 Click the CRF’s tab, and then click the New button.

A new row appears.

> |

Checklist Activities I Current Fallow-up I All Fallow-up I ICF's I CRF's I Protocol Deviation
Menu + Mew | Delete | Query

Subject ID Subject Initials  Visit Type Visit Source

|

2 Use the following table as a guideline to complete the new row.

* indicates a required field

Field Guidelines

Subject ID

(read-only) After the record is saved, shows the

protocol-specific number automatically assigned

to the subject. Typically, this is the site number
concatenated with a sequence number.

Subject Initials*

1 Click the selection icon in this field.

2 Select the subject by clicking to the left of
the record.

3 Click OK.

Notes:

¢ If you do not see a subject record, contact
your clinical administrator. There can be
up to a 48-hour delay from the time subject
information is received from the IVRS to
when it appears in the CTMS.

¢ Subject initials do not appear on the printed

Trip Report.
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Field Guidelines

Visit Type Select an option from the drop-down list to
describe the CRF visit.

Visit Enter the visit name (maximum 150 characters),
based on your protocol’s work instructions for
naming conventions. For example, enter 30-day.

Source Verified Check the box to indicate that the source
documents for the CRF have been verified.

Source Document Enter the date that the source documents were

Verified Date verified.

Retrieved If applicable, check the box to indicate that the
CRF pages were retrieved from the site by the
Monitor.

Retrieved Date If applicable, enter the date that the CRF pages

were retrieved.

Page # If applicable, enter the page numbers of the
pages that were retrieved. Alternatively, for
Electronic Data Capture (EDC) trials, enter
screen reference information (maximum 60
characters). For example, enter 1-50.

Comments Enter comments related to the CRF record
(maximum 4,000 characters).

Internal Comments Use this field to capture comments to and

from the Trip Report approver. All users can
enter comments in this field (maximum 4,000
characters). Comments entered in this field will
not show on the final printed Trip Report. When
the Trip Report is approved, the contents of this
field are deleted.

3 Press Ctrl+S to save the record.

4 Repeat steps 1-3 as needed to record additional CRF data.

Tip: To quickly duplicate a record, highlight the record
@ and then press Ctrl + B on your keyboard.
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Protocol Deviations

Use the Protocol Deviation tab to record both subject-related and site-related

deviations that have occurred at the site.

» To record a protocol deviation

s

TiP: Select a row and then scroll down to enter data in
the form displayed at the bottom of the window. Data
you enter in form fields is more visible and can be spell-
checked. Use the navigation buttons to go to the next/
previous record.

1 Click the Protocol Deviation tab, then click the New button.

A new row appears.

Menu +

Type
>

Checklist Activities I Current Follow-up I Al Follow-up I ICF's I CRF's I Protocol Deviation

Mew Delete | Cancel | Query
Sub-Type Subject Initials Subject ID

[+]

2 Use the following table as a guideline to complete the new row.

Field Guidelines

Type Select the type of protocol deviation from the
drop-down list.
Sub-Type Select either Site or Subject from the drop-down

list to further specify the deviation.

Subiject Initials

field is read-only.

If the Sub-Type is Subject, click the selection
icon in this field to select the subject to whom
the deviation relates. If the Sub-Type is Site, this

Subject ID (read-only) After the record is saved, shows the
protocol-specific number automatically assigned
to the subject. Typically, this is the site number
concatenated with a sequence number.

PD Date Enter the date that the deviation occurred.

Rev 9 - July 2014
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Field Guidelines

PD Description

Enter a description of the deviation.

Action Description

If applicable, describe the action that was taken
to address the deviation.

Follow-Up Required

Check the box to indicate that there is a follow-
up item for this deviation.

Note: Checking the box creates a new entry

on the Current Follow-up tab. The follow-up
activity’s Description field is populated with the
following:

¢ If the Subtype is Subject, includes the
word “Subject,” Subject Initials, Subject
ID, PD Date, and Action Description.

¢ If the Subtype is Site, includes the
word “Site,” the PD Date, and Action
Description.

» To view all protocol deviations for your protocol

1 Click the Protocol Deviation hyperlink at the top of the Site Visits

screen tab.

ts I Protocols I Site Management I Site ¥Yisits I Subjects
Clinical Site Yisiks List | Sike Visit Follow Up | CRF Monitored | ICF Monitored | Prokocal Deviation
|

Protocol Deviation Link

2 Do one of the following:

¢ Click the blue hyperlink in the Type field to go to the Protocol
Deviation tab on the Trip Report for that deviation.

Or

¢ Click the blue hyperlink in the Follow-Up field to go to the Current
Follow-Up tab in the Trip Report for that deviation.
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Attachments

Before the Trip Report is approved, you can attach documents, including the
a PDF copy of the Trip Report itself, to the electronic Trip Report. The names
of the attachments appear on the printed report (if the Show on Trip Report
checkbox is selected).

The Investigator Study File Inventory (Reg Doc Checklist) is pre-attached
to the Attachments tab. View a sample in “Appendix B: Attachments” on
page 77.

» To complete the Investigator Study File Inventory document

1 Click the Investigator Study File Inventory blue hyperlink.

File Download
Note: If the window shown at right
- ¥ou are downloading the file Investigator Study File
appeaI’S, CI'Ck Open tO Open the Inventory.doc. Would you lke to open the file or
. R save it to your computer?
file or Save to save it to another
location.

Open I Save l Cancel

The file opens in Microsoft Word in Protected View mode.

Wi W90 35 2+ Investigator Study File Inventory.doc (Protected View) - Microsaft Word o =
File Home Insert Page Layout References Mailings Review View Add-Ins Acrobat Ll
o Protected View This file was opened from a potentially unsafe location. Click for more details. Enable Editing
[w] D O E 4 o 5 .
= g T T T T T T T T T T

INVESTIGATOR’S STUDY FILE INVENTORY
Site ID: Investigator:
Datels) Assessed: Protocol Number: |

2 To edit the file, click Enable Editing at the top of the Word window.

3 Complete the appropriate entries, and then click File>Save As to save the
file to an external location. This method can be used to keep a “running
log” of Investigator Study File related information.

» To attach a document

1 Click the Attachments tab, and then click New File.
New File link

Checklist Activities I Current Follgw-up I All Follovs-up I ICF's I CRF's I Protocol Deviation I Attachments

Menu + Delete | Query Mew File  Emnail All Attachments

Attachment Mame Type Modified Comments
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2  Select the file that you want to attach.

3 Click Open.

4 In the Comments field, enter additional comments about the attachment,
(maximum 4,000 characters).

5 Inthe Show on Trip Report field, select the checkbox to show the
attachment name in the list of attachments on the printed Trip Report.

» To delete a document

1 Select the attachment row that you want to delete.

2 Click Delete.

Delete link
Checklist Aclivities I Current Follow-up I Al Follov-up I ICF's I CRF's I Protocol Deviation I Attachments
Menu Delete | Query Mew File  Email All Attachments
Attachment Mame Type Modified Comments
» Confirmation Letter 11-15-2009 1.03.< doc 11/18/2009 01:03:4
Follow Up Letker 11-19-2009 10.11.40 doc 11/19/2009 10:11:4
Investigator Study File Inventory doc 11/18/2009 12:36:0

» To email all attachments

1 On the Attachments tab, click Email All Attachments.

Email All Attachments link

Checklist Activities I Current Follow-up I AllFollow-up I ICF's I CRF's I Protocol Deviation I Attachments
Menu Delete | Query TMew File mail Al Attachments
Attachment Mame Type Modified Comments
» Confirmation Letter 11-15-2009 1.03.¢ doc 11/18/2009 01:03:4
Follow Up Letker 11-19-2009 10.11.40 doc 11/19/2009 10:11:4
Investigator Study File Inventory doc 11/18/2009 12:36:0

The CTMS Send Email window appears. All attachments on the
Attachments tab list are automatically attached to the message.
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2 Click the Attachments icon to view a list of the attachments that will be
included on the email.

3 send Email - Microsoft Internet Explorer
From |Z|
To
Cc Bcc
Subject
Body E
==
-
L2
Attachments Investigator Study File Inventory | B
Change Language/Locale Check Speling  Sen Can

Attachments icon

3 If necessary, delete or add files using the Delete and New File buttons at
the top of the window.

4 Attachments that are deleted from the email Attachments list will still
appear on the Trip Report Attachments tab.

5 Click OK to return to the Send Email window.
6 Address the email message by doing one of the following:
¢ Enter the email address in the To field.
Or

¢ Click the To button and select a contact from the CTMS global
database.

7 Enter a subject in the Subject field.
8 Enter a message in area under the Body field.

9 Click Send.

populated with your user name, messages sent using
this method appear to be from you. However, note that
there will be no record of the sent message in your
Microsoft Outlook Sent folder.

[E] NOTE: Because the From field is automatically
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Checklist Activities | Current Follow-up | all Fallow-up | ICF's | CRF's | Protocol Deviation | Attachments
Menu Delete | Query Mew File  Email All Attachments
Attachment Name Type Modified Comments
Confirmation Letker 11-18-2009 1.03.¢ doc 11/158/2009 01:03:4
» Follow Up Letker 11-19-2009 10.11.40 doc 11/19}2009 10:11:4
Investigator Study File Inventory doc 11/158/2009 12:36:0
4 Click the Follow Up Letter File Download
hyperllnk' You are downloading the file Follow Up Letter
A A 3-22-2011 2.02.56 PM.doc. Would you like to open
Note: |f the WlndOW ShOWn r|ght the file or save it to your computer?
appears, click Open to open the
file or Save to save it to another CEE i
location.

Creating a Follow-Up Letter

Follow-Up Letters can be created in the Trip Report window, using a built-in
template tool. This tool pulls data from your site visit record and Trip Report

to populate the letter with information specific to your visit. Letters are saved

in Microsoft Word format, enabling you to save them to another file location,

print and mail or fax them, or attach them to an email message.

9 NOTE: Standard, site-visit-type-specific letter
m templates are automatically created when following
the letter generation procedures below. Protocol-
specific, site-visit-type-specific letter templates can be
accommodated. Requests should be submitted on a
CTMS Request (CTMSR) form by email to the DCRI
Service Desk (dcriservicedesk@dm.duke.edu).

» TIP: Instead of manually signing the letters, CTMS
offers an optional electronic signature feature that is 21
& CFR Part 11 compliant. For this capability to work, you
must request electronic signature configuration for your
protocol’s letters in a CTMSR sent to the DCRI Service

Desk.
1 Inthe Trip Report window, click Attach Follow
Up Letter. siebel T
. . . 3 Attachmert created
After a pause, a confirmation window appears, :
telling you that the Follow-Up Letter has been

added to your Attachments tab.
2 Click OK.
3 Click the Attachments tab.

The new Follow-Up Letter appears in the list.
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The letter opens in Microsoft Word in Protected View mode.

Wik 9-0 00 |s Confirmation Letter 3-18-2011 3

Home Insert Page Layout References Mailings Review View Add-Ins Acrobat

0 Protected View  This file was opened from a potentially unsafe location. Click for maore details. | Enable Editing |

5 To edit the file, click Enable Editing at the top of the Word window.

6 Review and edit the letter as needed.

¥ Duke Clinical Research Institute I Duke Clinical Research Institute

¥

NOTE: If the letter’s signature block includes the line
pointed out below, then electronic signatures are
enabled for this letter.

Sincerely,

Mary Monitor

Clinical Research Associate

Duke Clinical Research Institute
DCRIElectronicSignaturePlaceHolder-DONOTDELETE s

Important! Do not edit or delete this text.
7  To print the letter, select File>Print.

8 To save the letter, select File>Save as, and then navigate to the location
where you want to save the file (selecting file type *doc or *docx).
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WARNING: You can no longer save a Word document
directly to the CTMS if you had opened that file from within
the CTMS. The work-around is to first save the document
to another location and then import it back into the CTMS,
following steps 8 and 9.

9 To add the file back into the Trip Report, click New File on the Attachments
tab, locate the file, and then click Open

10

If electronic signatures have been enabled for the letter, then do the
following:

a

In CTMS, on the Attachments tab, save the record by pressing
Ctrl + S.

WARNING: If you forget to press Ctrl + S, changes you
saved in Word are lost.

On the Attachments tab, highlight the letter by clicking to the left of
the record.

Click ' sign .

An Electronic Signature window appears.

Enter your DCRI network password, and then click OK. A
confirmation window appears.

Click OK.

On the Attachments tab, a new PDF version of the letter appears
with the text Authored and Electronically Signed by [your name][DD
MMM YYYY][HH:MM][AM/PM] in the signature area of the letter.

E ] NOTE: To see the new PDF attachment, you may need

to refresh your screen.

»  Tip: The default name for the PDF is rather long. You
can change this title by aiming to the right of the default
@' name and clicking a blank area of the Title field, and
then entering a new name for the PDF file.

Check your Data Entry Guidelines (DEG) for instructions on whether
or not to delete the original Word version of the letter.

» TiP: To send the letter via email, go to the Attachments
tab, click to the left of the letter to highlight it, and then
select File>Send Email.

&
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Working with the Offline Trip Report

The CTMS Trip Report can be exported to Microsoft Excel, where you can
enter site visit data while working offline. The data can then be imported back
into the CTMS Trip Report.

Key Points for Exporting

¢ The export function can only be performed once per Trip Report. In
special situations, you can request that the DCRI Service Desk reset the
function (email dcriservicedesk@dm.duke.edu).

¢ Before exporting data:
— Select a template from the Report Template field.
— Verify that the Report Status is In Progress.

— For manual enrollment, complete all subject records.

¢ All CTMS Trip Reports are saved to C:\CTMS\Trip_Reports. If the
folder does not already exist, the CTMS creates it for you.

¢ Exporting makes all CTMS Trip Report fields read-only until the data is
imported again.

Exporting a CTMS Trip Report to Excel

WARNING: The fields might not appear to be read-only
immediately after exporting. However, refreshing the screen
by clicking the Execute Query button applies the
read-only formatting. Any edits made after exporting will be
overwritten during the import process.

1 Select a template from the Report Template field.
2 Verify that the Report Status field displays In Progress.

3 Required for manual enrollment only: Ensure that all subject records have
been completed.

4 Click Export. Export button

110 Terry Clyburn Periodic Monitoring |
bort  Submit  Approve & Attach  Attach Trip Report  Attach Confirmation Letter  Attach Follow Up Letter  Export
Report Template: SARROT_F5 PI IE‘ Wisit Start: B visit Mame:® PRMY1 E-sig. Submitked Buw:
Report Stakus: In Progress IE‘ Wisit Completed: B Mechanism: On-site IE‘ E-sig, Submitted Date:
Template Unlock: - Mext Wisit: Attendees: =]
FHy
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After a brief pause, the following export confirmation message appears,
including the name and location of the new Excel file.

Microsoft Internet Explorer

Export Completed, File Location
. C\CTMS\Trip_Reports\PARROT_FS_3110_PMy1_06-30-2010,xs

Note the name and location of the file for future reference. The file
name uses the format of Protocol_Site # Visit Name_Planned Visit
Completion Date.

Click OK.

The new Excel Trip Report file appears in the location indicated in the
export confirmation message.

Auddress [ C:A\CTMS Trip_Reports

Folders x %ame =
@ Deskion — S| PARROT_FS_3110_PMY1_ s

uD Iy Dacurnents
= j Iy Computer
2 dev on boraxitrain' (B
= = Local Disk {C:)
Eﬁ 0dSe1fodb4a696ce5a95668b5ea
Eﬂ a4fae024195953ee533ddab4e47
) ACC_DB
E ) CTMS
|5 Completed_Reparts —
@ Logs

& Trip_Reparts

Entering Data into the Exported Trip Report

1
2

Navigate to the location indicated in the export confirmation message.

Open the appropriate Excel file.

Trip Report. The Subjects tab populates pick-lists for the

m Note: The Excel tabs correspond to tabs in the CTMS
ICFs, CRFs, and Protocol Deviation tabs.

Click the appropriate tab and enter data into applicable fields. Refer to the
Excel file’s Information tab for guidelines about populating the fields.

Save and close the Excel file.
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WARNING: Save the file back to the C:\CTMS\Trip_Reports
folder. Do not change the name of the file or convert it to
Microsoft Excel 2010 (*.xIsx) format. You cannot import data
back into the CTMS unless the Excel file is in this folder with
the original name and file extension.

Key Points for Importing

¢ The import function can only be performed once per Trip Report.

¢ Save the Excel file in the same location (C:\CTMS\Trip_Reports). Do
not change the name of the file.

¢ Before importing, save and close the Excel file.

¢ After the data is imported into the CTMS, the Excel file is automatically
moved to C:\CTMS\Completed_Reports.

Importing a Trip Report from Excel Back to the CTMS

1 Save and close the Excel file.

2 Inthe CTMS Trip Report window, click Import. Import button

Global Database | Reports | Protocols | Site Management | Site ¥isits | Subjects

Clinical Site Wisits List | Site Visit Follow Up | CRF Monitored | ICF Monitored | Protoco| Deviation

priy Clyburn Periodic Monitoring

broit  Approve & Atkach  Attach Trip Report  Attach Confirmation Letter  Atkach Followe Up Lekter Irnport
Template: PARROT_FSPI |z| Wisit Skark: B wisit Mamne:® PMy1 E-sig. Submitted By:

tt Skatus: In Progress IE‘ Wisit Completed: B Mechanism: On-site IE‘ E-sig. Subritted Date:

E Unlock: — Mext Visit: Attendees: [

3 Do one of the following:
¢ If an ICF error message appears during the import process:

a Click OK.

A new message appears indicating the location of a log file with
error details.

Microsoft Internet Explorer x|
L ': Error log available at C:\CTMSILogs\PARROT_FS_3110_PMYL_ error.log
-

b Write down the location of the log file, and then click OK.
The error message closes.

¢ Email DCRI Service Desk (dcriservicedesk@dm.duke.edu) for
assistance.
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¢ If the Import Completed confirmation x|
message appears, click OK. ﬁ oot Conpoted
After a successful import:
¢ Each tab of the CTMS Trip Report

populates with data from the corresponding tab name in the Excel
file.

¢ All CTMS Trip Report fields are editable.

¢ The Excel file moves to C:\CTMS\Completed_Reports. Files in
this folder are automatically deleted after 60 days.

Address I[ﬁ'] CACTMI Completed_Reports

Falders x | EPaRROT_FS_3110_PMY1__11-19-2009.xls
B traIn_99_PMy3_11-04-2009_10-29-2009.

[=] = Local Disk (Ct) ;I
[ 0dses 1Fodb4s696ce5895668b5eE
[0 a4fae0z419598es583ddebeed?
) ACC_DE
=) CTMS

Completed_Reports
[ Logs
(23 Trip_Reports

imported properly. The CTMS does not always give an
error message when importing data that was entered
incorrectly.

i:: WARNING: Always take time to verify that your data was
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Trip Report Approval Process

After completing a Trip Report, the CRA submits it for approval. The Trip
Report approver must then approve the Trip Report before it can be submitted
to the sponsor. The CTMS uses electronic signature technology for the Trip
Report approval process.

Submitting a Trip Report for Approval

1 Onthe Trip Report window, click the selection icon in the Submitted
To field.

Selection icon in the Submitted To field

/j} Home IIE Contacts I|__‘ Accounts I Global Database IReports IProtocoIs ISite Management ISite \\'isiIJ

Clinical Site Yisits List | Site Visit Follow Up | CRF Mar)
Trip Report: PARROT_Fp 3110 Terry Clyburn Periodic Monitoring
Menu + Query Wiews Trip Report  Submit  Approve & Attach  Attach Trip Report  Attach Confirmation Letter  Akks
Submitted By: LATOO0 H Report Template: PARROT_FS PI lz‘ Wisit Stark: B visit Name:® PMy
Submitted To: i} Report Status: In Progress |z| Wisit Completed: B Mechanism: On-s
Template Unlock: r Mext Visit: Attendees:
LA
H 3
2 Query for and select the Trip Report approver’s name.
3 Click Pick.
4 Verify that In Progress appears in the Report Status field.
5 Click Submit.
/j} Home Ilu__5| Contacts ||__‘ Accounts I Global Database I Reports I Protocols ISite Management I Site ¥is|
Clinical Sike Visits List | Site Visik Follow Up | CRF M
Trip Report: PARROT_FS 3110 Terry Clyburn Periodic Monitoring
Menu + Query View Trip Report  Submit  Approve & Attach  Attach Trip Report  Attach Confirmation Letter At
Subrmitted By: JATOO0D | Report Template: PARROT_FS PRI Iz‘ Visit Start: B visit Mame:™* P
Submitted To: | Repon: Status: InProgress Iz‘wﬁsit Compleked: B Mechanism: On
Ternplatef Unlock: - Mexk Wisit: Attendees:
|
Submit button
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The Sign Submittal window appears so that you can electronically sign
your submission.

<2 Sign Submittal - Microsoft Internet Explorer i L I Ellll

Metwork 1D SID09EEE

Password::

By entering your Network ID and Password and clicking 'OK", you are certifying
that this is the legally binding equivalent of your traditional handwritten signature.

oK Cancel

6 Enter your DCRI network Password.

7 Click OK.

The status automatically changes to Submitted in the Report Status field.

Trip Report: PARROT_FS 3110 Terry Clyburn Periodic Monitoring
Menu + Query Yiew Trip Report  Submit  Approve & Attach  Attach Trip Report

Submitted By: UATOOY | Report Templake: PARROT_FSPI Iz‘ ‘Wisit Start:
Subriitted To: UATOOS i Report Skatus: Submitked IE‘ Yisik Completed:

Template Unlock: - Mesxt Visit:

Report Status changes to Submitted

8 An automatic email alert notification is sent to the Trip Report approver,
stating that there is a Trip Report waiting for approval.

CRA_Name has submitted a trip report for your approval.
Protocol: PARROT_FS

Site #: 3110

Visit Type: Periodic Menitoring

Visit Start Date: 2009-11-12

Visit Name: PMV1

Example of email message to Trip Report approver
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Approving a Trip Report

Only users set up with approval permission in the CTMS can approve a Trip
Report.

— 5 NOTE: If the Trip Report is Approved or Not Approved
by someone other than the person it was originally

submitted to, the Submitted To field changes to the
new approver’s name and email notifications properly
reflect the new approver’s name.

1 Click the Site Management screen tab.

2 Locate the site by running a query on the Site # field. (See “Query
Basics” in IT Training’s CTMS Fundamentals user reference guide.)

3 Select the site containing the Trip Report that you want to approve by
clicking to the left of the site record.

4 Click the Site Visits view tab at the bottom of the window.
5 If necessary, query for the correct visit on the Site Visits tab.

6 Click the blue hyperlink date in the Visit Type field.

Menu Mew Query Query Results
¥isit Name ¥isit Type Unblinded?

> PMY3 Periodic Monitoring  No
PMYZ Periodic Manitaring)t No
PrMV1 Periodic Monitoring  No

Visit Type hyperlink
The Trip Report detail window appears.
7 Do one of the following:

¢ If no changes are required, proceed to step 8.

¢ If changes are required, complete the next procedure, “Returning a
Trip Report to the CRA for Editing” on page 65.

8 Click Approve & Attach.

The Sign Approval window appears so that you can electronically sign
your approval.
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Trip Reporting

Review Level: -
Network ID: SIODBEEE
Password::

By entering your Network ID and Password and dlicking "0K', you are certifying
that this is the legally binding equivalent of your traditional handwritten signature.

Ok Cancel

9 (optional, per protocol) Click the Review Level drop-down arrow to select a
number (1, 2, or 3) to indicate the protocol-defined review level.

protocol (in the Data Entry Guideline document), to
indicate, for example, the level of effort required by the
Lead CRA (trip report approver) to review a CRA’s trip
report submission for approval. The field defaults to
blank and only displays on the trip report PDF (under
the e-signature area) if you select a level number.

N NoOTE: Trip Report Review Levels are defined per

10 Enter your DCRI network Password.

11 Click OK.

The following automatically occurs:

¢
¢

The Trip Report Status field changes to Approved.

An email alert notification is sent to the CRA (the name that is in the
Submitted By field), stating that the Trip Report has been approved.

The approved PDF version of the Trip Report is attached to the
Attachments tab.

Report Status changes to Approyed

)

js Home I,n__5| Contacts I|?“ Accounts IGIohaI Databage I Reports I Protocols I Site Management I Site Visits

Trip Report: CANARY _UB 8110 William Arno|d Periodic Monitoring

Menu * Query Yiew Trip Report  Submit  Approve & Attach  Atkach Trip Report  Attach Confirmation Letker  Aktach
Submitted By: UATODS ] Report Template: E‘ Wisit: Skart: 3/20/2009 B visik Mame:® PMV-5
Subritted Ta: Mdoh =] Report Status: Approved E‘ Visit Completed: 3/20/2009 B Mechanism: On-site

Template Unlock: I Mexk Visit: Attendees:
Additional Observations) Comments: @ Internal Comm

Menu Delete | Query Mew File  Email All Attachments

Attachment Name Type Modified Comments
> Investigator Study File Inventory doc 9/23/2009 01:08:48

Trip Reprrt_&l 10 Approved_10-15-20 pdf 10{15/2009 05:36:3

Clinical Site: Visits List | Site Yisit Fallow Up | CRF Manito

2

=

Checklist Activities I Current Follow-up I All Fallow-up I ICF's I CRF's I Protocol Deviation I Attachments

|
Approved PDF appears in Attachments tab
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must first be changed back to Submitted. The CTMS
Administrator must configure your login to have
approval responsibility in the CTMS before you can
change the status of an approved report.

[E ] NOTE: To edit an approved Trip Report, the status

Returning a Trip Report to the CRA for Editing
1 Follow steps 1-6 of the “Approving a Trip Report” on page 63.

2 Enter general comments in the Internal Comments fields on the Trip
Report form applet in the upper portion of the window, and in the
Internal Comments fields located on each of the Trip Report tabs, as
needed.

¢ Click the Comment button to view a larger window.

¢ Click the Spell-Check button to check the spelling of your comments.

Internal Comments field Spell-check button Comment button

[4] 1fot 10+ [»]

|z| Outstanding lesues: [

Intgrnal Commerts: 4l

3 3

Lower portion of Checklist Activities tab

to accommodate dialog between Trip Report approvers
and CRAs. Text from these fields will not show on the
printed Trip Report and will be permanently removed
from the audit trail when the Trip Report is approved.

E] NOTE: All users can edit the Internal Comments fields

3 Inthe Trip Report form applet in the upper portion of the window, click
the Trip Report Status drop-down arrow to select Not Approved.

Trip Report: PARROT_FS 3110 Terry Clyburn Periodic N

Menu ~ Query View Trip Repork  Submit  Approve & Attach Atk
Submitted By: LATO0G Bl Report Template: PARROT_FS Pl [+
Submitted To: UATOOS = Report Status: Submitted [ visif

. |Approved
Template Unlock:

Additional Observations) Comments:
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4 Press Ctrl+S to save the record.

5 Anautomatic email alert notification is Protocol: PARROT FS
sent to the CRA (whose name is in the
Submitted By field), stating that the
Trip Report has not been approved. Visit Type: Periodic Monitoring

Visit Start Date: 2009-11-12

Your trip report has not been approved.

Site #: 3110

Visit Name: PMV1

Viewing and Creating a
PDF Trip Report

At any time, you can view the PDF version of the Trip Report by following
the procedure below. You can also create a PDF version of the Trip Report to
attach to the Trip Report’s Attachments tab or save outside of the CTMS.

Viewing the PDF Trip Report

1 Onthe Trip Report window, click View Trip Report.
View Trip Report button

Trip Report: PARROTJ[FFS 3110 Terry Clyburn Periodic Monitoring

Meru + Query Vigw 'Trip Report  Submit  Approwe & Attach  Attach Trip Repart  Attach Confirmation Letter At
Submitted By: UATOOS | Report Template: 2ARROT_FS FI lz‘ Wisit Stark: B Visit Mame:® PM
Submitted To: &) Report Status: In Progress Iz‘ Wisik Completed: B Mechanism: On-

Template Unlock: I Mest Visit: Attendees:
Additional Observations] Comments: @ Inkernal O

The PDF file opens in an Adobe Acrobat viewer window.
Print button

Slave button

43 ¥ie:w TR Report - Microsoft Internet Explorer ) -0 3

& |1 ts k| &' EQ | ® ® |34.8% - 45 - f‘ Sign +
[Find -
Duke Clinical Research nstitute
e
g e e
o e i i RS ——
I

Trip Reporting Rev 9 - July 2014



2  Click the Print button to send the file to a printer.
3 Click the Save button to save the file to a folder outside of the CTMS.

Creating a PDF version of the Trip Report

1 Inthe Trip Report window, click Attach Trip Report.
Attach Trip Report button

Trip Report: PARROT_FS 3110 Terry Clyburn Periodic Moniroring

Menu * Query ‘iews Trip Report  Submit  Approve & Attach  Attach Trip'Report  Attach Confirmation Letter A
Submitted By: UATOD9 ] Report Template: *ARROT_FS Pl E Wisit Stark: B wisit Mame: ™ P
Submitted To: ] Report Status: In Progress E Wisit Compleked: B Mechanism: O

Template Unlock: r Mext Wisit: Attendees:
Additional Observations] Comments: @ Internal

The following message appears.

Microsoft Internet Explorer x|

1 ": Trip Report generation and attachment may take a Few minutes ko camplete
L

2 Click OK.

After a brief pause, the following message appears.

Microsoft Internet Explorer x|

1] E The Trip Report is attached.¥ou may need ta refresh the Attachment Tab ta see the newly attached record
L3

3 Click OK.
4  Click the Attachments tab.

The new Trip Report entry appears in the list.

Checklist Ackivities I Current Follow-up I All Fallow-up I ICF's I CRF's I Protocol Deviation I Attachments
Menu Delete  Cuery Mew File | Email Al Attachments
Attachment Name Type Maodified Comments
Confirmation Letter 11-18-2009 1,03.¢ doc 11f15/2009 01:03:4
Follows Up Lekter 11-19-2009 10,11.40 doc 11f19/2009 10:11:4
Inwestigator Study File Inventory doc 11f15/2009 12:36:0
> Trip Repart_3110 11-19-2009 02,50.5 pdf 11419/2009 02:50:5
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Trip Reporting

5 Click the Trip Report hyperlink.

The following window appears, enabling you to open the file or save it to

another location.

File Download

You are downloading the file Trip Report_3110
11-19-2009 02.50.57 PM.pdf, Would you like to open
the file or save it to your computer?

Open I Save Cancel

x|

6 Click Open.

The Trip Report opens in an Adobe Acrobat Reader window.

Trip Report_3110 11-19-2009 02.50.57 PM.pdf - Adobe Acrobat Pro

File Edit Wiew Document Comments Forms Tools  Advanced  Window Help

=101 ]

EFEEEr RIS LK

I Find =

FARROT_F2 : Pariodic MonHoring

Tt rrsrmtoms of vl oo wotyeds
Total resesbiat of active wsbjects fncuding those i
[y

T —

T A scuie documents v sl et autel

ard apevoptanely docimant sty condut?

T2 Vs CRERCR date b e corpheten s,
sccipacy, lughiity and corsistency wit the
e dacumenta?

3 fow ol dme ek st it

s s T CAFRCAFT

M en achverss events, cororstan medicaions wd
T
CRFCRFY

5 e rised visis, examiraions of offl shidy

Raport Genarated for SIDDSEEE on 111152008 Template PARROT_FS P -V 3052pt2008, Sfective: 11122008

TR | Dk Ciinical Research nsttute

Cheakiict
em  Cusstion Faspesss  lsue  Comments
T Tt ettt of sciemtend subects

T reseetont of sctemn e

£ Start Dk -
Profocod Nember:  PARHT L o) Comptnd Duse.
3 Caytasn, To
Location: Eloyior Coge of Mecbcioe: Hauston, T imvestigation ProductTast Articie: PAFH 1-200
Visit Mechaniam: Crata
Panding Approval
Atinndasc.

Fage1ofS

vI

attachments that are no longer needed.

NOTE: Until the Trip Report is approved, you can delete
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VIEwWING SITE VisiT METRICS

he Site Visits screen tab can be used to look up site visit and Trip Report
data without having to first drill into a specific site record.

Click the blue hyperlinks at the top of the Site Visits screen tab to change the
list of records in your current view.

I Reports I Protocols I Site Management I Site Yisits | Subjects
Clinical Site ¥isits List | Site Visit Follow Up | CRF Monibored | ICF Monikored | Protocol Deviation

Hyperlink Description

Clinical Site Visits List Default view showing a list of site visits for
all protocols to which you are assigned. Click
the blue Visit Type hyperlink to open a site
visit’s Trip Report.

Site Visit Follow Up Lists follow-up activities for all protocols

to which you are assigned. Click the blue
Activity Type hyperlink to drill into the Trip
Report’s Current Follow-up tab for a site
visit.

CRF Monitored Lists CRF records for all protocols to which
you are assigned. Click the blue Trip Report
Type hyperlink to drill into the Trip Report’s
CRF’s tab for a site visit.

ICF Monitored Lists ICF records for all protocols to which
you are assigned. Click the blue Trip Report
Type hyperlink to drill into the Trip Report’s
ICF’s tab for a site visit.

Protocol Deviation Lists protocol deviation records for all
protocols to which you are assigned. Click
the blue Type hyperlink to drill into the Trip
Report’s Protocol Deviation tab for a site
Visit.
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L oGGING CONVERSATIONS

l 'se the Conversation Log to capture required communication with the

site, as well as other correspondence. This record can contain activity

types such as:

¢

¢

Call—Inbound/Outbound
Email—Inbound/Outbound
Fax—Inbound/Outbound

Letter—Inbound/Outbound

NoOTE: Only the person who created a Conversation
Log entry (whose name appears in the Owner First /
Last Name fields) can edit that record. For other users,
all fields of the record are locked from editing.

Logging a Conversation

1
2

Click the Site Management screen tab.

Locate the site by running a query on the Site # field. (See “Query
Basics” in IT Training’s CTMS Fundamentals user reference guide.)

Select the site by clicking to the left of the site record.
Click the Conversation Log view tab at the bottom of the window.

In the Conversation Log tab, click the New button.

New button

Conversatio’ﬁ Log

Menu Mew | Delete  Query
Ackivity #: 1-1MFRC Drescription:
Received fax about
Type: Fax - Inbound
Activity Dake: 5132010 E

Ackivity Time: 03:43 PM

Kewwords:  Sike Recruitment 2|

A new row appears.
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NoTEs

Logging Conversations

6 Use the following table as a guideline to complete the new row.

.'/. e

@ F

Tip: Select a row and scroll down to enter data in

the form displayed at the bottom of the window. Data
entered in form fields is more visible and can be spell-
checked. Use the navigation buttons to go to the next/
previous conversation.

Field Guidelines

Activity # (read-only) This is a CTMS system-generated
unique identifier.

Type Click the drop-down arrow to select the activity
description (for example, Call - Inbound).The
default value is Other.

Activity Date Enter the date that the activity occurred.

Activity Time Enter the time that the activity occurred.

Description Enter a detailed description of the activity. For

example, for a Call - Inbound activity type, enter
the conversation details in this field, up to a
maximum of 4,000 characters.

You can copy email text to this field by
highlighting the email text, pressing Ctrl + C
to copy it, clicking in the Conversation Log’s
Description field, and then pressing Ctrl + V to
paste the text into the field.

Warning! Be careful not to copy email headers
and blank rows into the Description field, as
they can take up a large amount of storage space.
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Field Guidelines

Keywords Used primarily for Call activity types, this field
assists in organizing and querying for data.

1 Click the selection icon to display the
Activity Keywords applet.

2 Click New.

3 Select a keyword from the DCRI Keywords
drop-down list.

4 Repeat steps 2-3 to add additional keywords.
5 Click OK.

Contact First Name or | 1  Click the selection icon in either field to
Contact Last Name view a list of contacts currently affiliated
with the site.

Note: To view all contacts in the CTMS,
click All Contacts. To return to the list of
site contacts, click Affiliated Contacts.

2 Inthe left pane, select the contact associated
with the activity.

3 Click Add to move the contact name to the
right pane.

4 Select the appropriate option from the
Attending Role drop-down list.

5 Click OK.

6 Repeat these steps to add additional contacts
to the record.

Owner (read-only) Shows the name of the person who
created the conversation log entry.

7  Save the record by pressing Ctrl+S.
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Viewing All Conversation Logs

You can view a list of all conversation logs by clicking the Conversation
Log hyperlink at the top of the Site Management view tab.

Conversation Log hyperlink

[Fome [ Protocors I NCTRTEm sie visits | Subjects

Sites onwversation Log

My Sites n henu n = I Cuery

Site # Protocol Project #

Query Results

> 097 TRAIN 9335 LS4 - Cen)
12345 TRAIN 9999 US4, - hict

All logs appear, regardless of site or protocol. To find specific conversation
logs:

1 Click Query.
2 In the Keywords field, enter one or more words to narrow your search.

Tip: You can enter an asterisk (*) as a wildcard.

&

3 Click Go.
All logs appear that contain the keyword(s) you entered.
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APPENDIX A: TRIP REPORT

The following is an example of a Trip Report created in the CTMS. For
detailed information, see “Trip Reporting” on page 27.

IR | 0 CricalResearch nstute

CANARY_UB : Periodic Monitoring
150

Site & & ponaors: hammaceuticals Start Date - 10/10/2009
Protocol Number: PRA-01 ~ s & Date: 10/10/2008
5 Brown, Bradiey Mext Viglt Date: next month
Location: Mount Sinal School of Medicine: New York, NY Inwestigation ProductTest Arflcle: Pravachol

WVisit Machaniam: Cn-she

Pending Approval

Attendees

Checklist
1 Does the Investigator anticipate using satelits Yes 125t comments...
sles or other off-site faciities? (If Yes, fest comments
Tacility name, location, and relevant getals)
Review IP Procedures 1v10:2009 fest comments
3 Review Profocol Yes fest
02 drug Pl Yes fest - Yes I's open
and SC7
Follow Up
Activity Type ViltDats  Description Status  Assigned To Reeolution Compieted Date
Cinical Quastion 10/10/200%  |ots of questions lots and lots. Done CRUD UATDOS lots of questions with no resolutions - open  10/20/200%
Cinical Question  5/1/200% Phamacist asked about overdos: of test Open Elaine Clapper DCRI P will contact pharmacist with
medication. answer to question
GCPICH 6472009 Test fu em Cpen Angeia Venetta
IRE Related 1010/2009  test In IRB related Matenals Open CRUD UATDOS resoiution testing should be done
IRE Related 97272009 Test F/U item Open Angeia Venetta
Reguiatory 6472009 SHe o create Reg Bingers Open  AngelaVeneta
Documentation
Study Supplies TISI2009 Siorage Comments Open  AngelaVeneta
Protocol Deviation
None
ICF
Report Generated for SIDDBEEE on 11/18/2000 Template-Periodic Monitoring - PMV template, Effective: 6/3/2005 Page 1
Page 1 of 2
') 3
Clinical Trip Report “ Duke Clinical Research Institute
CAMARY_UB : Periodic Monitoring
stte & E150 Sponsors: Bird Phamaceuticals start Dats = 10V10:2008
Protocol Numbar:  PRA-D1 st Completed Date: 107102002
1 ‘Brown, Bradiey Mext Viglt Dats: next montn.
ICF
SubjectiD  ICF Type ICF Signaturs Veraion Date Sourcs Doc Comments
Verified Date
CRF
SubjectiD  Visif Type Visit ‘Source Doc Verfied Dats Retrisval Date Page Humbsr Comments
Attachments
Aftschment Hame Size (Byles) Type ModiMed Comments
Confirmation Letter 10-20-200% 1.15.17 31,033 [ 10:20/200%
PM
itional O i 1C
fieid Is opan
Page 2 of 2
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APPENDIX B: ATTACHMENTS

The Investigator Study File Inventory (Reg Doc Checklist) automatically
attaches to your Trip Report. See “Attachments” on page 51.

INVESTIGATOR'S STUDY FILE INVENTORY
| s
|

vee| wo |wa Comments

a
o
o

O|g|jo|jo|jgfo|a|a| a
O|ojojo|jofo|o|jao| O
O|ojojo|jofo|o|jao| O

Page 1 of 3
INVESTIGATOR' 5 5TUDY FILE INVENTORY

T 10 [ et

Dais{c] Accecced: | Froiocol Number:

ESIENTIEL TOCUMENTS

tiont: wing ver| mo | wa Commenic

o(o|o
o(o|o
o(o|o
o|lo|o
o(o|o
o(o|o
o(o|o
o|lo|o
o|lo|o ==
o|lo|o
o(o|o
o|lo|o
oo[o
o(o|o
o(o|o

E-".ii.',’_-‘.‘.‘.‘l'.';i:“" TEgIona] or IDERT vee| wa | sua | COMMERE
o(o|o
o(o|o
o(o|o
o(o|o
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Appendix B: Attachments

INVESTIGATOR'S STUDY FILE INVENTCRY

T 10 [ mwechgeiar:
Tetee] ACCATEed: [ Froiocar Number:
TS

YE2 = All verciont of the following ver| Mo | wa
sreentlsl o nic srs pracamt

o|(o|o

o|(o|o

o(o|o
- - S o|(o|o

e

SEidy-spechic gocumants: Yee| no [we Tommanta
i gjlo|lo
= ==
iz oo
(=] =)
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