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DFexplore Study Monitor Instructions for Source Data Verification
Note: Familiarity with DFexplore is a prerequisite for the procedures in this manual.

Definitions/Acronyms/Abbreviations

Term/Acronym Definition

CRF Case Report Form

DM IBCSG Data Manager

DMC IBCSG Data Management Center
DF DFexplore

SDV Source Data Verification

Introduction

Source Data Verification can be done directly in DFexplore by the monitor. The monitor can view all patient
records, monitoring tasks such as SDV, adding and resolving queries at Validation Level 2 or 6. Level 2 refers to
data entered by the center that is new or has been amended and is not yet reviewed/managed by the DMC. Level
6 reflects the record has been reviewed and managed by the DMC.

The Data Management Center makes every effort to keep all records at Level 6 in real-time. It is recommended
monitors inform the DMC 1-2 weeks prior to when they plan to monitor a Center so all data can be as clean
as possible and at Validation Level 6. The DMC will inform the monitor of any issues that should be addressed
at the visit. Monitors can also enter Protocol deviations on the Patient Deviation Log (Trials 59 and below)/ Protocol
Deviation Log (Trials 67 and above) if they have not yet been reported.

Getting Access to DFexplore and DFsend

Download (recommended)
Instructions for downloading DFexplore and DFsend can be found on the IBCSG DF Resource web page at
https://www.ibcsgdmc.org/ibcsg/df/downloads.view.

DFnavigator
If you are unable to download DFexplore, it can be accessed via the web through DFnavigator at
https://dfp.fstrf.ora/

NOTE: DFsend is not available via the web. If accessing DFexplore via DFnavigator, you must fax any non-CRF
data into the system. Please see “DFexplore Fax Numbers”, available on the IBCSG DF Resource web page,
for available fax numbers. You must also enter the server name each time you use DFnavigator. The server
name is “explore.fstrf.org”.

NOTE: The instructions in this manual apply to both the downloaded application and the web-based access.

DFexplore resources (including installation files), support and documentation are available at:
https://www.ibcsgdmc.org/ibcsa/df/.

For trials using DFexplore, resources are also available on the IBCSG Member website, on the trial-specific
webpage under General Resources.



https://dfp.fstrf.org/
https://www.ibcsgdmc.org/ibcsg/df/
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Starting DFexplore

1. To connect to DFexplore, double-click the DFexplore icon on your desktop. Ed=aes
2. Inthe Login box, verify the DFdiscover Server field displays “explore.fstrf.org”. If not, type it in.
3. Enter your User Name and Password.

dfexplore
DFdiscover Server[ explorelfstrf.org v] l@}
Usemamel |
Password| l
| logn | | Hep | | cancel |

4. Click “Login.” A list of trials to which you have access is displayed.

a £
N =
o
@Qdfexplore

DFdiscover Server | explore.fstrf.org - &

[sot ]
mdi.......‘l.....

Select a study and click OK, or use Image Router Image Router

Number Name Status 0

=

5] 54 IBCSG Study 54 - METEORA available
] 55 IBCSG Study 55 - TOUCH available
|E] 59 1BCSG Study 59 - POLAR avallable
] 135 IBCSG Test Study 135 - SOLE TEST avaiiable
5] 140 TEST MALRAB available
| =

o
-
-

b TEST IBCSG Study 141 - TREND TEST available
|l 142 TEST IBCSG Study 142 - SNAP TEST available
1 145 TEST IBCSG Study 145 - PANACEA TEST available
! 148 TEST IBCSG Study 148 - POSITIVE TEST  available v

5. Double click the appropriate trial or select a trial and click on “OK”/enter on the keyboard.




DFexplore Study Monitor Instructions for Source Data Verification
Version 8.0 June 2024

Page 4 of 18

Preferences

Once logged in, DFexplore has a number of options to view and navigate through the data. To view the options,
select “File” = “Preferences” from the menu bar or the shortcut list on the left side of the Dashboard.

This opens up a Preferences window. There are many options you can choose to set your screens to your
preferences. In order to be consistent with the details in this manual, the following settings are recommended.

Suggested settings (for Trials 41 and up):

Username: greco Study: IBCSG Study 59 - POLAR

e ———
el Dashboard v b

¥ Data Window

eterences

[] Expand all visits when a subject binder is open

Display first page when a visit is open

[] Advance to next field after current field is filled

Open first task record when task set is built

[] warn before opening next subject when traversing task records

[] Retain scroll position when traversing task records

Display date picker for current date field imm——————

[:I Auto text alignment for number, date, and time fields

Display metadata editor panel s

eCRF background color
#EAEAEL
O

Custom color

¥ Image Window
‘ Auto open/close as image is available/unavailable (s

Display method
() toggle screen between data and image views
(O split screen: data left, image right
() split screen: image left, data right
(@ split screen: data top, image bottom
() split screen: image top, data bottom
(O sticky toggle: retain data or image view across records

» Record List
» Query Defaults

¥ Reports View

Each report run opens in a new tab

¥ Background Options

® color C—

[ ok | cancel

Default View: Set the Dashboard as your default view to see a real

s the default view  fi— time overview of the Trial’s data/query submission and quality.

Date picker: This displays a calendar icon next to date fields so you
can select a date.

Display metadata editor panel: This allows the Query, Reason,
Missing Value, and Help-Study box to appear on the right side of the
screen. If not checked, the Help box is not displayed. This is
recommended for Center’s.

Auto open/close and split screen: data top, image bottom: Select
this for DFexplore to display the image of any faxed CRF at the
bottom of the screen and the data entered in the database at the
top of the screen, so both are visible at the same time. If there is no
fax image available, the database is displayed full screen.

Color: This enables the color features in DFexplore. For older trials
(55 and below), you may want to select black or white for the
background.

Auto Logout: By default, this is set to 5 minutes. You can choose an
auto logout time of up to 30 minutes.
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Select a Task

1. Afterlogging in to DFexplore, be sure you are in Data View. (Select “View” from the Toolbar and then “Data”.)
Build a set of records to be source data verified by using one of the four pre-defined tasks.

2. Click on “Select” in the tool bar and then “By Task...” in the drop-down menu. The “DFexplore - By Task”
window is displayed.

£ Fesprone

ArryMeadedS Y
Fenang

StudyMontorSOVmed « CRFs that have besn sadfied snce S0V

Seloc ] Cance Instructions

Five tasks are available in general, there may be a few more as per the trial need:

¢ AnyNeededSDV — CRFs that need SDV or have been modified since SDV. This task builds a set of CRFs
that have not yet been SDV or have been modified since SDV.

e Pending Queries - Plates with pending queries created by the user.

e StudyMonitorNoSDV — Study Monitor SDV not done. This task retrieves all CRFs that have NOT been
previously verified.

e StudyMonitorSDVmod — CRFs that have been modified since SDV. This task builds a set of CRFs that
have been modified since original SDV.

e Missing ER - Patients missing ER form. This is for use by the DMC.

Click the ‘Instructions’ button to display the task descriptions (listed above) to see which records are retrieved
for the selected task.

wd - Motes wth pe

vy Qumriess § G (e s lry ewnier
Shudhpentn iSOy - Sudy Mendor SUV nek done
Shedyentorsinmod - Oy that have teen modtied snos SOV

(U

StudyMonitoeMoSDY - Study Mardor S50V nat dens

A15 52k relrves Al vl 6 CRFs that hivs NOT Bain prandously werfed

o Cone frimt
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1. Select the task to highlight it.

Click the “Select” button to retrieve the records, (if any), that match the task criteria.

3. Click “OK” to load the matching records.
This opens the first patient with a task record. The task record has a grey plus sign to the left of the form
name. Completing the task and saving the page causes the grey plus sign to become a red or green
checkmark. This is a visual cue to show the stage of your task records.

4. Toview all records for the patient, click on “Show all records for this subject” button below the patient records.
Some records will display “view only permission” if they are not in the task set.

5. To return to viewing only your task records, click the button again.

N

The bottom of each CRF contains the SDV fields. Centers do not see these fields. These fields, along with the
rest of the data fields are not editable by Study Monitors, EXCEPT for the Comments field. The Comments field
is for monitor use only and should not be used to address the DMC. DMs do not review anything written in this
field.

There are 2 checkboxes:

e SDV = Monitor verified it and it is saved as SDV
e SDVmode =record was SDV'd by a monitor and the Center has amended/modified the form since
the original SDV.

There are 2 text boxes:

e The first box shows the user name of MONITOR and date/time last saved.
e The “last data change” box shows the user name at the DMC or user name from the CENTER
and date/time last saved.

The checkboxes and text boxes are automatically updated after saving the record in DFexplore.
I e 104706/ 2010

Ll v 10/06/08 08:16:05 P | |

Viewing Changes to Records That Have Been Modified Since Last SDV
If a record is pulled up that has been modified since last SDV, a pop-up window asks if you would like to see the
changes that have been made.

Woukl you like to see 3 report of changes snce the recoed was SOV'0?
This could take several minutes

Yes Na
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If you click “Yes”, an internal audit trail of that record is run and the changes are displayed in a dialogue box.

Click “Print” if a hard copy is needed.

Saving Records
Study Monitors can save a record or to save it and mark it as SDV.

1. To save the record, click on “Final” (no outstanding queries) or “Incomplete” (queries outstanding; noted as
blue fields). If there are red fields, these are required fields that are missing, and the record must be saved as
“Incomplete”. It cannot be saved as “Final” until these fields are completed. You are able to save the record
as “Pending”, but please do not use this option.

.lllllllllllllllll
s i

2. You have the option to either save the record or to save it and mark it as SDV. A pop-up offers these options
after you click Final or Incomplete:

(O DFepiore - dlase: dsadionmo

0 Would you Whe t0 Seve T Tecord osly o sk and mark as SOV?

Save only Save and SOV

If you have added a query, you may want to choose to only save the record until a reply is received. Once the
guery is answered, you should then choose to SDV the record.
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Retrieve All Data Records
Using the Task Set above does not allow the monitor to view or print all records for a patient. It shows only the
Task Set selected. Occasionally, all data may need to be retrieved.

Note: No monitor tasks should be done when retrieving the whole patient record. All monitor tasks must be
done using the Task Set.

1. To obtain a set of all records for a patient, click on “Select” in the tool bar and then “By Data Fields” in the
drop-down menu.

3 DFeoplace ImontaTedE aplg {
Fle Edt  Viow | Salect Show  Sublect Visk

SHEO07 D ul 2 task o Al Recores..,

—fosite 1 - TESTL- X

YiE, S0 By Dsta Floide...

v A8 si00n7 Ey Date Retieval Fle...
v 4H 0 Ragis Difine Tasks.
- EREV Export Tazks to Lecal Fle...

l -m Yrport Tazks from Local Fle..
: Crangs Made & Lawl.,
Batch Valdate...

Batch Sign

2. Entertextin the fields in the option box to pull up the desired records (Site, Subject, Visits, etc.). Site numbers
in DFexplore do not correspond to the Center Code. Please use the eclipse box to find the correct site number
in DFexplore for the Center.

3. Click “Build Set”.

G
Moce Moty
Sam Leve 1 Lewd | >
Sexon LA ) Query Aemron By progran
Status 1 Frw oo pine ] Pascng ] Msed
sty
Subie
vt
o
Lawel
o
Mottiys

e Dore B St I Cameat

4. A pop-up box is displayed. It indicates how many records match the criteria selected. Select “OK” to display
the requested records.
| @

0 34 data records match the search criteria.

[[] Don't show this again

Cancel
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5. Once selected, the display on the left changes. The records matching the chosen criteria are displayed.

[7 50w Al lecirdd for Thes Sulec I

Setch to Ust ey

6. To view the entire patient binder (CRFs with data and CRFs that have not yet been completed), click on
“Show All Records for This Patient” (see red box above). This pulls up the entire patient binder, which is a
list of every form for the trial. Completed CRFs are bolded while those with no data are grayed-out.

This icon next to the patient ID means that all required data are in, with no outstanding queries or
unapproved reasons for change.

|| ) This icon next to the patient ID means that there are missing forms/pages/required data fields,
£33 outstanding queries or rejected reasons for change.

Queries

Add a Query

Study Monitors can add a query to any field on a record if needed for SDV. Select the field that requires a query.
Click on “Field” in the tool bar and then select “Add Query...”Enter text details in the Detail section and click
“OK”. Other default values can be left as is (be sure Use is set to “External” and Type is set to “Clarification”).

e .‘l_ll._l'llllllllllll!

For studies prior to 59-19 (POLAR): Only one query can be added to a field. If there is already a query on a field
(the field is blue), another query cannot be added to it regardless of if the first query was added by a Study Monitor
or a Data Manager. In this case, you need to add a query on another relevant field.
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Trials 59-19 POLAR and higher can have multiple queries on a field. Multiple queries on a field are denoted with
a number next to the query. If the preference option “Display metadata editor panel” is checked, you can see the
multiple queries with different categories in the query box (on the right).
The other way to add queries is:
1. Select the field that requires a query. Click on the green plus sign in the query box.
(o]

1670001 - 3 of 39

= Site G - DMC {Error Mookor )
25l 1 - TEST SITE 1 ll ll ' lll l I
v L& 1670001 DFexplore ¥ 167 Plate ¥
v Bo: . 2™,
328 0 : Randomization . $={" 'BCSG —
¢ 4 : Confirmatico of Randomix '_";i Test 167 | !g:

12 Ki-87 percantage on diagnostic cora top!
2 10-19%
£50 1 Magter Flate (67-MFP) * > 20%

1: Basebne

~

: Treatment/WOO Phase
13 Patient ags at randomization

(¥ < 40 yoars
D > 40 years

c
14 Full name of person randomizng at Parte

15 Full name of Investgator responsibie for ¢

16. Full name of treasing physician

Swalch 10 LISt View

Assigned Treatment Arm (protocol specific) &
Query Y + Randomization Center

® AmA  Giredestrant
O Am B Giredeatrant plus triptorsin

D AmMC  Anastrozole plus triptorskn

2. Enter text details in the Detail section and click “OK” (as detailed above).

Edit a Query
Study Monitors can edit a query that has already been entered.

1. Select the field with the outstanding query. Click on “Field” in the tool bar and then select “Edit Query...”
2. Edit text details in the Detail section and click “OK”.

The other option to edit a query is inside the query box.
1. Select the blue asterisk.

Query | Other (extern - [+ * —:

Category: Other (external, correction)
Detail: At randomization you reported the
patient was over 40 years. Flease clarify.
Note: (none)
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2. Edit text details in the Detail section and click “OK”.

You can also resolve queries this way by changing the status of the query (see below section resolving pending
queries for more detalils).

Delete a Query
Study Monitors can delete queries that were added by them in error. Monitors should not delete queries written
by the DMC or by other monitors. If the DMC wrote a query in error, please email the Trial specific email address
and alert the DM.

1. Selectthe field with the outstanding query. Click on “Field” in the tool bar and then select “Delete Query...”
2. Click “OK”.

Sites 1, Subject: 1670001, Visit: Randomizabion, Pages Confirmation of Randomezation Ferm
(67-A) p3

Fel? Al3, Age 2t randn

Roported Value

Calegory Use
Statys Pending delete Type

Detad

hole

Croaced monitorTest 5/18/2024 10:06:31
Modhies monitorTest 5/18/2024 10:06:31

Fsohwd

o Cances

The other option to delete a query is inside the query box. Select the red minus sign. Then click “OK”.

Search for Queries

While IBCSG monitors resolve their own queries, other Cooperative Groups have chosen to have the IBCSG DMs
do this. At the start of monitor participation in a trial, it must be decided if, as monitors, you want to resolve your
pending queries (those answered by the Center), or if you want the IBCSG DMC to do so.

Each monitor can search for their own queries and the various statuses. The statuses are as follows:

e Unresolved — Query written by the monitor but not yet answered by the Center (field is blue in DFexplore).

e Resolved — Query has been answered by the Center and resolved by the monitor/DMC (field is green in
DFexplore).

e Pending — Query answered by the Center, which requires monitor/DMC review and resolution (field is
in DFexplore).

There is a list of what each color means in DFexplore under the Help Tab.
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1. Build a set by Data Fields; click on “Select” in the tool bar and then “By Data Fields...” in the drop-down
menu.

Fle Edt  View  Sclect  Show  Subjet Vimn
¥ A Records...
25 5ile 0 - OMC (En By Task...
Sfesite 1- 1EST1—- | iy Pats Fiakis.,

L2 sz00m By Date Retriaval Fle.,,

1.5 520002 Define Tasks.,
&, 530006 Export Tasks to Local Te..,
{2 530007 ¥nport Tasks from Local Fle...

Change Mode & Leved..,

Belch Veaidats

30008

l Betch S
b sito 2 - TEST2--

2. Select “Query”, Validation Level ‘6’ and put your User name in the “Creation: By” field. Click the “Detail” arrow
button.

(D Dfexphore - Sebect by Dntn Farkds ] X

Mode Machly =

Save Lovel 1 Level 1 -

Seerch e ® Guaty Affpt— ) by pogiam

Crasten Wgrecn  f—

Nodteston L
Resoletion By

Dotal P o crera speolied *—

Clowr Dare Bald St | Caooml

3. The Query Detail box opens. Under Status, choose the “Unresolved”, “Resolved” or “Pending” options. Then

H 113 ”

click “Done”.

0 oFeplere - Ouery Detss 1 X

Usge
] edtein ] mtemat
Tie
T ctaine ] correction
By 4 '
) narve, oot in Query report (] i Quary repert, not seat [ I Quary repart, sent
T reschend 1A [ resabend Erelevant [ resoved corractad

_l perding \ \ \
s ,.
a2 Report .\_

Detad
Yot
Roply

e Char Cancel
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4. The task box closes but the original box remains open. Click “Build Set” and it brings up all the plates that
match the selected criteria. Click “OK” and the records will be displayed.

Quick Way to Search for Pending Queries

To resolve queries you have written, that have now been answered by the Center, choose “Select” from the tool
bar and then select “By Task”. There is an option called “Pending Queries - Plates with pending queries by
owner”. Select this option. This pulls up any records in DFexplore written by the user that have queries with a
‘pending’ status.

| Bt Caxel  Wemctuen

These records may also have queries the DMC has written. You may need to review/click on a few queries to
find yours. Your query has your username in the Query box, under “Created”.

Query  Cther (edecnal, dar » | #

| darficabon)
rawer. Tha wes regorted

Category: Otrer (oxte
Detail: Heaze carfy ¥

drTeredy ol randorniee
Mote: [rone)

Status: Duistaoding [New)
Croated: mankoTeast 4/2330
Modified: monkarTest 4)23/2020 10:48:21

Do not resolve any queries written by the DMC.

Resolve Pending Queries

Pending queries are those to which the Center has replied but the query replies have not yet been
approved/resolved by the monitor. These fields with queries are in DFexplore. Monitors should try to
resolve all pending queries prior to the next QC report.

1. To resolve a query, click on the field with the pending query. Select “Field” in the tool bar, then select
“Approve Queries and Reasons”.

il n for Dute Vidue

Patwrd 10

ettt Dalte Buason fur Deta Vaho
HISTORY

(ERTMET Nzl 0 Guery

"W T

Bt Gumey,

1 Age ol e DeNte Qeary

2t Apiowe Qeenes ard Frossone. . dige—

Henew Granes wd Rassars
wov Pt PrgmrDies

gt Hesory of A Chamges on This el

el 4so
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2. Adialog box displays showing the query, the Center’s reply and the Status of “Pending”.

3. Toresolve the query, change the status to:
e Resolved NA — Answer will not be provided
¢ Resolved Irrelevant — Query was written in error
e Resolved Corrected — Answer provided is acceptable
4. There are also options to change the query to a new query or revise the current query. Both options turn the
question field back to blue and the Center needs to respond once again.

NOTE: As monitors, you have the ability to add and resolve queries, but you cannot change data. If the query
reply suggests data needs to be changed, but the Center has not changed this data, you must either rewrite the
qguery and instruct them to change the data, or email the DMs at the IBCSG DMC directing them to this query
reply so that they can change the data.

Print from DFexplore
You can print blank forms for each patient to use as a worksheet or copies of completed forms for reference. A
single page or the entire binder can be printed.

1. Open the appropriate patient binder.
2. Select “File”.
3. Select “Print”.
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4. The Page Setup is displayed. Select the appropriate options.

) cFepione - Frat
Selection Critena
& Bk O°F books
® et sitpect wtpect

® ol vty vee

Provt Optooee

Selection Criteria
This section allows you to determine how much of the patient binder will be printed:

Blank CRF books:

o Current Subject or specific subject

o All visits or specific visit

o All plates or specific plate

o The options to print visit numbers and include optional visits or pates is available

Data and images:

o Current Plate: Prints only the page that is open in the data window.

o Current Visit: Prints all plates in the open current visit.

o Current subject: Prints all pages in the selected patient binder.

o All Open Visits: Prints all pages in every open visit period (i.e., all CRFs for that visit can be seen). Click
the symbol next to each visit period to open it.

o Current task set: Prints all plates in the current task set that was pulled up.

Print Options - This section allows you to determine what types of images are printed:

o Blank pages: Prints a blank copy of the selected pages.
The PatID and Month Number/Cycle are completed on every printed page, even if “Blank Pages” is
selected. Verify that the correct patient binder is selected before printing.

o Datarecords: Printed pages include the data entered for that patient. The data and primary images can
be printed side by side. The text fields can also be expanded for plates.

o Images: Prints any faxed images that have been submitted for the patient. You can print a secondary
image by selecting “All images”.

Apply field color for completed plates - Clicking this box applies the colors for each field (e.g., blue for

outstanding query, red for required / illegal field, etc.)

5. Click “Print”.

Note a record (one page of a form) is called a plate in DFexplore.

Saving Data from DFexplore

You can save the patient binder to use as a worksheet, or copies of completed forms for reference as PDF files.
A single page or the entire binder can be saved. Files saved as PDFs are not viewable by the DMC.
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1. Open the appropriate patient binder.
2. Select “File”.
3. Select “Save as PDF”.

4. Choose the options you wish to have in the saved PDF. Options are the same as those used to print the
CRFs.

) truplors - Sve m 00

Sekcaan Onern

Beck O books

ParO et bk Yo plates
) = promary ind08 (900 Dy 904}

I 2vages

(7] Apphy Sl cotet Sar onrphinod hames

Output The

Canond

5. The Output File section allows you to assign the name and location of the saved file.
6. Click “Save”.

Patient/Protocol Deviation Log (PDL)

Monitors, auditors, IBCSG medical review staff, TCs and DMs may edit this form. This is an internal form and it is
not available to the Centers.

The Patient Deviation Log is accessible in DFexplore for IBCSG Trials 45-59.

PATIENT DEVIATION LOG (53-PDL) ) Iblank H 2
Deviation #1 [] Med Review requested Identified by [ Monitor note t

day month vear
Date Deviation Identified study Time Point Iblank H
Deviation Category _[blank H
Other, specify ’ l
NaAvinatinn Aacrarintian Drauvidn A cimarmars Af tha daviatian inslhirda raacan far Anviatian and Cunlalblants # Ac annlicahia
Action taken, Other,
addressed by [blank H_ specrfy| |
Action taken, 1 Other,
addressed by [blank l’]_ specify | l

Upon being made aware of a deviation, it must be reported on the PDL in DFexplore. Information that must be
reported:

1. Identified by — select your role from the drop-down list.

2. Study Time Point — select the time point in the trial in which the deviation occurred from the drop-down list.
The time points are generic, to cover multiple trials. Choose the most appropriate one.




DFexplore Study Monitor Instructions for Source Data Verification Page 17 of 18
Version 8.0 June 2024

3. Deviation Category — select the area in which the deviation occurred.

4. Deviation Description — provide the details of the deviation (e.g., what it was, why it happened, Cycle/Month
Number, etc.). Start the description with the form name and month number at which the deviation occurred.

5. Action Taken, addressed by - select how the deviation was dealt with from the drop-down list.

PROTOCOL DEVIATION LOG (67-PDL)

Deviation #1 D Med Review requested Identified by Ibla“k HDV tor nate to DMC
Date Deviation |dentified Study Time Point [blank H
Deviation Category [ H

Other, specify | I

Deviation description - Provide a summary of the deviation, include reason for deviation and Cycle/Month # as applicable.

| |

Deviation Distinction ) Major O Minor

Action Taken - Describe any actions taken for major protocol deviations beyond notification of the Pl and participating
Center (e.g., request of CAPA, suspension of accrual, notified as potential serious breach, general communication with all
Centers, etc.)

The Protocol Deviation Log is accessible in DFexplore for IBCSG Trials 67 and higher.

Upon being made aware of a deviation, it must be reported on the PDL in DFexplore. Information that must be
reported:

1. Identified by — select your role from the drop-down list.

2. Study Time Point — select the time point in the trial in which the deviation occurred from the drop-down list.
The time points are generic, to cover multiple trials. Choose the most appropriate one.

3. Deviation Category — select the area in which the deviation occurred.

4. Deviation Description — provide the details of the deviation (e.g., what it was, why it happened, Cycle/Month
Number, etc.). Start the description with the form name and month number at which the deviation occurred.

5. Deviation Distinction- select Major or Minor.

6. Action Taken- Describe any actions taken for major protocol deviations beyond notifications of the Pl and
participating Center.

There are also 2 check boxes for each deviation that may be used if appropriate on each of the deviations on the
PDL

Med Review Requested

If the deviation pertains to an issue that should be brought to the IBCSG Medical Reviewer’s attention, check this
box. An automatic email is sent to the Medical Reviewers who may reassess the patient’s eligibility upon review
of the deviation.

Monitor Note to DMC

If a monitor needs to make the DMC aware of an error on the PDL made by the DM, s/he should check the box
and add a query detailing the error. Once the box is checked, an automatic email is sent to the trial-specific emalil
address. The IBCSG DMC reviews the query, makes the change and then resolves the query. Please note the
DMs do not respond to this query. They only make the change requested. If there is any confusion regarding the
guery, the DM emails the monitor.
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DFsend
Monitors can use DFsend to submit data or non-CRF data obtained from the Centers using DFsend.

Some information cannot be entered electronically in DFexplore by the Center. Examples are:
e Quality of Life/Patient-completed questionnaires

e Reports: Pathology, Laboratory, Autopsy, etc.

e Medical Review query replies: These are queries generated by the IBCSG Medical Reviewers and sent
via email. They must be completed by hand.

This information must be submitted by DFsend (preferred) or fax. Once received and entered by the DMC, these
forms/reports are viewable, but not editable, in DFexplore (view-only permission).

Using DFsend
Be sure you have downloaded DFsend from https://www.ibcsgdmc.org/ibcsg/df/downloads.view .

NOTE: If you are using DFnavigator instead of DFexplore, you cannot use DFsend. You must send this type of
information via fax. The fax numbers are available on the DF Support page at
https://www.ibcsgdmc.org/ibcsg/df/documentation.view .

1. Login with the same server (explore.fstrf.org), username and password you use for DFexplore.

2. Document selection — The files must be saved in PDF format. Drag and drop one or more PDFs onto the
DFsend application box or click the Add button to use the standard file selection dialog.

NOTE: All pages must have the patient's Randomization ID Number and Center Code written clearly on them or
we are unable to identify the pages and they cannot be routed to the patient’s file.

3. For Pathology and other reports, all other patient identifiers must be crossed out. Each trial has label
templates that can be printed and affixed to these types of reports, which can help the DMC identify them.
These label templates are available on the IBCSG web site.

4. Transmit - Click the Send button to send the selected PDFs to the study server. Enter your username and
password again for verification.

5. Confirmation - On completion, DFsend displays the transmission status of each PDF file. A green checkmark
indicates a successful transmission where as a red X indicates a failed transmission.

Each PDF transmission is tacked and logged by: username, date, time, and transmission status. This
information is readily available when viewing pages in the DFexplore electronic patient binders. Past
transmissions can be reviewed in the DFsend application by selecting the option “Show log”.




