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Subject Management Manual

Introduction

The Subject Management module within Study Assistant allows a research team to register subjects on to a study, enroll
the subject on custom study plans and track the subject activity as the subject begins treatment. This manual will guide
you through adding a subject to a study, flagging the screening process, registering the subject onto a study plan,
updating subject demographic information and accessing existing subjects on the study. It will also cover reviewing
protocol specific tasks, such as completing a visit, submitting an Adverse Event form related to the subject and accessing
the subject’s Informed Consent. This manual also reviews the subject progression and study visit schedule calendars.

Enabling Subject Management for a Study

Subject Management is accessible within a study record that has been flagged as using Subject Management. When a
study record is first created in iRIS, the user filling out the Study Application will be asked if the study is using Subject
Management (this question is only available if your system has Subject Management enabled).

Study Number: NRFP104.303
PI: Investigator, Susan M., Ph.D.

Study Application [4{]Back

My _ Print Friendly v Convert to the New Form Version | Q Save and Continue to Next Section

| Section view of Application || Entire view of the Application |

1.0 General Information

2.0 [ Setup Department(s) 1.0 General Information

Access

3.0 Grant Key Personnel access * Please enter the full title of your study:
b to the study

4.0 Section 200 A Phase 1II, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, - @
Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of
NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

m

* Please enter the Study Number you would like to use to reference the study:

NRP104.303
* This field allows you to enter an abbreviated version of the Study Title to quickly identify this study.

Is this Study using Subject Management?

@ Yes () Mo

When the Subject Management flag is set to “Yes” within the Study Application, the Subject Management tab will be
available within the study, as shown in the screenshot below.

© iMedRIS Data Corporation 4
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Study Number: MR.P104.203 . .
PI: Investigator, Susan M., Ph.D. Submissions

: IRE Number : GH-14-016 .| A Phase III, Randomiz
_ o Forced Dose Titration,

oo o T
IRE Exp

W Study Management Subject Management

Protocol Ttems -

Protocol Items
® Ssubmiss

- Study Application

- Study Co|

If this question was not initially set to include Subject Management within the study, the value can be changed later by
contacting the review board of record. The RB Coordinator can then set the information in the Study Profile.

Note: The IRB will have the ability to allow Subject Management and set the number of approved subjects; however, the
IRB does not have access to subject information.

Study Number: NRP104.2032

PI: Investigator, Susan M., Ph.D. St“dY 5““"“3"{ [I]Bal:k
. IRE Number : —14- .| A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, -
_ umber GH-14-016 Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit 52
IRE Expiration Date: | 03/03/2015
Qﬁavechangﬁ

-

o \i Study Summary Basic Information

L Phase III, Randomized, Doubkle-Blind, Multi-Center, Placebo-Controlled, -
Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of HRP104 in
Study Title: Zdults With Attention-Deficit Hyperactivity Disorder (ADHD)
Status: Open hd
Studx Number: NRP1U4.3£}
Use Subject Tracking: @ves © No Use Electronic Data Capture(EDC): (Ives (@ No
“Animal Hesearch: e Study Classification: Study Classification 1 -
Ead s E Aod -l

Accessing Subject Management
The Subject Management tab can be accessed at any time once the study record is created and the Subject
Management flag is set to “Yes”. Your role must also have access rights to Subject Management and the pages within. In

order to add subjects to the study and access existing subjects, the IRB must first approve the study. Otherwise, you will
not be able to access the records in this area.

© iMedRIS Data Corporation
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Study Number: Adults with ADHD c
PI: Investigator, Susan M., Ph.D. SUhJECt Manageme“t [Il Back

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-
Study Status: IRB N ber = - — g " - - L .
e _ umber GH-14-031 Study Title : Controlled, Parallel-Group, Forced Dose Titration, Safety and Efficacy

Study of NRP104 in Adults With Attention-Deficit Hyperactivity

IRB Expiration Date: 09/25/2015 Disorder (ADHD)
Filter Lists by Department: |All EI
- Print Friend
Submissions Study Management Sul:ject Management y 0 en h‘l
Subject Tracking Scheduling i
Displaying List By: All Subject On Study Status Filter Results L
10 result(s) found...
Edit On Study %l Last, First MI MRN Participant Ferererer: Sex Register Off Study Date

Status DOB - Survival Status Number Date Off Study Reason

1 Subject, Amy B
i - 05/20/1580 - 4534234 101-4 Oncology F

- Subject, Donna
i Active 12/18/1975 - 6543211 101-2 Oncology F 10/03/2014

The columns listed on this page are as follows:

Edit- You can click on this icon to open the subject record. From here a user can view and/or make changes to the
subject’s demographic information and study-specific information. This includes subject on study information and visit-
specific information.

On Study Status- Displays the current on-study status of the subject (e.g. Active, Inactive, Complete, etc.)

Last, First, MI, DOB- Survival Status - Displays the last name, first name, middle initial, DOB, and Survival Status (e.g.
Alive, Deceased) of the subject.

MRN- If assigned to a subject, the medical record number (MRN) will display here.
Participant Number- If assigned to a subject, the participant number will display here.
Department- This field will display the department that has been associated with the subject.
Sex- Lists the gender of the subject.

Register Date- If a registration date has been assigned to a subject, it will display here.

Off Study Date/ Off Study Reason- If a subject is no longer participating in the study, the date and reason for leaving will
display here.

Depending on the current status of the study, you may or may not be able to modify Subject Records. If the Edit column
reads View, the current Study Status does not allow Subject Management modifications. If you open a Subject Record,
you will be able to view information about the subject, but you will not be able to change information.

© iMedRIS Data Corporation 6
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Subject Tracking

At the top of the Subject Management page, a menu bar allows you to access different areas of Subject Management.
From this area you can add a subject, delete a subject and view subject progression on the study. You can also view
schedule information.

Submissions Study Management Subject Management

Subject Tracking Scheduling

F Add A New Subject

— add an existing Subject

e
Delete Subject(s Last, First MI
g Ject(s) DOE - Survival Status MRN
o i i is, Mike
Subject Progression iS5,
~s = o 1/1974 - Alive 345678

Add a New Subject

To add a subject to the study, mouse over the Subject Tracking menu, then click the Add a New Subject button. A new
page opens, allowing you to input basic subject information. Your screen may or may not have the same fields as shown
below, depending on your system setup. Any field marked with a * is a required field and must be completed before
saving the page.

Study Number: Adults with ADHD - -
PI: Investigator, Susan M., Fh.D. Adults with ADHD - Add SUb]e‘:t [I]Back

IRE Number : GH-14-031 . A Phase III, Randomi;ed,_DoubIE—BIind, Mult_i-Center, PIacho—Contr_’olled, Para_llel— -
_ ameer Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With =

IRE Expiration Date:| 05/25/2015

Q Save Subject Information

-
* Medical Record Number
(MRN):

Participant Number:

*Last Name:

m

First Name:

Middle Initial:

* Screening Date: .

Screening Failure: D b

After saving the Subject Information, you will be directed to the Subject Information page, as shown in the screenshot
below. From here you can access Subject General, Subject Study Registration and Subject on Study — all areas specific
to this subject.

© iMedRIS Data Corporation 7
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iﬁ Subject general / Subject study registration Subject on study - NRP104.203
[ ] glnja‘r]rj;gg-aphics ® Insurance ® study screening "y s:g}:ghgr:::;r?;l:d @ Appointments
® Physicians ® correspondence :Z:lril:os:rl:lda{i;ﬁgistration ® Study Documents ® calendar
® social history ® Medical History ® Adverse events ® Study drugs
® Medication - Allergies ® Informed consent
- Subject Contacts ® General Documents
M Associated
Departments

Adding an Existing Subject

If you enter an MRN for a subject record that already existing in iRIS, the system will prompt you that the subject already
exists. When this happens, you can choose to reenter the MRN if the MRN originally entered was incorrect, by selecting
the Cancel button in the popup. Or, you can access the current record for the existing subject by clicking on the OK
button.

Study Number: Adults with ADHD - -
P1: Invastigator, Susan M., Ph.D. Adults with ADHD - Add SUh]ECt

. IRE Number : 14 .| A Phase III, Randomized, Double-Blind, Multi-Center, Pl
Study Status: n ameer GH-14-031 Bt Group, Forced Dose Titration, Safety and Efficacy Study

IRE Expiration Date:|09,/29

-
Message from webpage 8

% Duplicate Medical Record Mumber found!
¥ Please resubmit the form with a new Medical Record Mumber

* Medical Record Number 145678 " orclick OK to access the subject's medical record.

{MRN):

Partici t N ber: .
articipant Tumber Do you want to open the subject's record?

*Last Name: Subject

First Name: | 0] 4 ] [ Cancel

Middle Initial: .

* Screening Date:  10/22/2014 ,

Screening Failura: D

Clicking OK will cause the system to open the existing subject information within your current study. You can then go on
to register the existing subject to your study by accessing the On Study Registration Information link. For more
information on registering a subject on to a study, see the On Study Registration section.

© iMedRIS Data Corporation 8
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Study Number: Adults with ADHD
PI: Investigator, Susan M., Ph.D.

) . Cya A Phase I1I, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group,
ST _ e GH-14-031 Study Title : Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit

Hyperactivity Disorder (ADHD)

(345678) Subject, Mike - Subject Management [ Back

IRB Expiration Date: 09/29/2015

I 4 B -
'ﬁ Subject general f:;;‘;f;;;undv h Subject on study - Adults with ADHD

[ ) Subject ® insurance - Study screening This subject has not been registered.
Demographics
. On study registration Click On Study Registration to enroll the subject on this study.
® Pphysicians ® Correspondence information
® social history ® Medical History
® pMedication L) Allergies
® Subject Contacts ® General Documents

o Associated
Departments

Once the existing subject is successfully registered onto your study, the Subject on Study column will update, as shown
in the screenshot below. You can now enter study-specific information to the subject. Also listed is any other study on
which the subject is registered.

Study Number:  Adults with ADHD
PI: Investigator, Susan M., Ph.D.

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group
Study Status: IRE N ber : - — r . ! ! ! . ) . !
A _ umaer GH-14-031 Study Title : Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit

Hyperactivity Disorder (ADHD)

(345678) (101-11) Subject, Mike - Subject Management [1]Back

IRB Expiration Date: 09/29/2015

4 r. ~ 1)
'ﬁ Subject general f:gbi.ls‘::;;::‘dv h Subject on study - Adults with ADHD

Medication Allergies

Take Motice: This subject is registered on multiple studies:

Subject - (] Study screening Protocol Tracking and .
Demographics Insurance " ® Project Management ® Appointments
On study registration
Physicians ® Correspondence information ® Study Documents ® calendar
_ . ® Adverse events - Study drugs

® medical History

PS ® Informed consent

-

Subject Contacts General Documents

-
-
® social history
-
-
-

IRB . -
Study Participant Subject
Associated Status :"mber’lsmdy SICIVEEE Number Status
umber
Departments
Open GH-14-016 & Phase III, Randomized, 101-3 Active
NRP104.303 Double-Blind, Multi-Center,

P

Iacebo—ControIIed! Paralle-l—

© iMedRIS Data Corporation 9
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Screening Failure

When a subject you are adding to the study has failed screening, check the Screening Failure option on the Add Subject
page. When you indicate a subject has failed screening, the system will ask if you need to default the subject to the

failed screening status.

Study Number: Adults with ADHD = -
PI: Investigator, Susan M., Ph.D. ﬁdults Wlth ADHD - hdd SUb.IECt E]Ba‘:k

IRE Number : GH-14-031 .| A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel- -
_II Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With 52
IRE Expiration Date:|09/2%/2015

E Save Subject Information

* Medical Record Number
(MRN): 7527523752

Participant Number: 101-4
*Last Name: Subject
First Name: WMelody
Middle Initial:

* Screening Date:  (/22/2014 v

Screening Failure: + Screening failure will default Subject status: @ Yes () No

When you indicate “Yes,” the status of the subject will default to the pre-configured Screen Fail subject status, similar to
the status assigned in the screenshot below.

| Study P Subject Management

Subject Tracking Scheduling

3 result(s) found...

On Study 4| Last, First M1
Status 2 DOB - Survival Status

4 ubject, Amy )
' - 5/20/1980 - 4534234 101-4

‘ ubject, Melody
) Alive

Edit} MRN Participant Number

45234 101-5

© iMedRIS Data Corporation 10
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Add an Existing Subject
In addition to adding an existing subject from the method described above, you can choose to add an existing subject

iRIS 10.02

from the option provided in the Subject Tracking drop down list. This option may or may not be available depending on

Submissions Study Management Subject Management

Subject Tracking Scheduling

your system settings.

g Add & New Subject

.

Add an existing Subject I

Last, First MI

g’ Delete Subject(s)

DOB - Survival Status ~LE
gt 3 ; s, Mike
Subject Progression ' .
s o od 1/1974 - Alive LB

Choosing to add an existing subject using the menu item will allow you to look up the subject by Last Name and First
Name. Results will populate on the page. Select the subject you would like to add to the study.

Pr. " Thuestastor, Suean it pho. NRP104.303 - Add Subject ({JBack
[stuay stavus: [N reenumber: [GH-14-016  [study e 175 11 Randomized, Double-Sind, Multicenter, PaceborContolled, Faralel Group, Forced 2
IRE Expiration Date: |03/03/2015
Last Name: Subject FirstName: Find

Select Name MRN DOB

‘f Subject, George M. 12356 08/01/1950

\fi Subject, John S. 42345546 09/01/1964

\f Subject, Martha 56564545

\fi Subject, Micky 32321212 02/28/1984

You can then go on to register the existing subject to your study by accessing the On Study Registration Information
link. For more information on registering a subject on to a study, see On Study Registration section. Once the existing

subject is successfully registered onto your study, the Subject on Study column will update, as shown in the screenshot
below. You can now enter study-specific information to the subject. Also listed is any other study on which the subject is
registered.

ﬁ::'dyl:::';::lmf;:;:‘"::f:'p?‘[_); °  (00012345) Subject, Susan - Subject Management

SR EERTE _ TRE Number :

IRB Expiration Date: 09/29/2015

[4]Back

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration,

GH-14-031 Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Study Title :

A

Ty
Subject on study - Adults with ADHD

Subject study registration

iﬁ Subject general

® subject Demographics ® Insurance ® Study screening ® Protocol Tracking and ® Appointments
: . Project Management
® Physicians ® correspondence ﬁ:":rtnl.l.:zi;:glﬂrﬂtmn ® Study Documents ® Calendar
® social history ® Medical History ® Adverse events (] Study drugs
® Medication [ ] Allergies ® Informed consent
- Subject Contacts ® General Documents Take Notice: This subject is registered on multiple studies:
IRB Number/Study § Participant  Subject
® Associated Depariments el SR Number =i MNumber Status
Open GH-14-016 A Phase III, Randomized, Double- 123 Enrolling
NRP104.303 Blind, Multi-Center, Placebo-

© iMedRIS Data Corporation 11
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Delete Subject(s)
In some cases, you may need to delete a subject from a study. This should only be done for subject records that do not

need to be listed on the study. Once you delete a subject from a study, any study-related information will not be
retained with the subject record. Any completed visits, tasks, consents, and study-related documents will be

disassociated from the subject record.

Submissions Study Management Subject Management

Subject Tracking Scheduling

-é Add A New Subject

- . .
Add ting Subject
] an existing Subje

Delete Subject(s st, First MI
g ject(s) L!DB'—surv'nfalstatus <l

e . = s, Mike
Subject Progression = .
- = 2 1/1974 - Alive e

Clicking the Delete Subject(s) link within the Subject Tracking menu will open a page listing all the subjects on the study.
Depending on their individual status you may or may not be able to delete them from the study. After clicking on the
checkbox to select the subject(s) you wish to delete, click the Delete Selected Subject(s) button in the upper right hand

corner. This will remove the selected subjects from the study.

Study Number: NRP104.203 _ - -
PI: Investigator, Susan M., Ph.D. Study - Subject Deletion El Back

. IRE Number : GH-14-016 A Phase III, Randomizad, Dou_ble—_BIind, Multi—Center_, Placebo-Controlled, ) B
n nmner Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in i

IRB Expiration Date:| 03/03/2015

€ pelete selected subject(s)

=g Sst':'tdu'; {MRN) Name Sex R‘“—'E’::ﬁ“" Date of Birth Ss“t:':::' Off Study Details
Active Jones, Mike(345678) M 09/02/2014 | 05/21/1974  Alive
- Subject, Martha(56564545) F
Active  Subject, Micky(32321212) M 02/28/1934
Active  Subject, George M.(12356) M 04/10/2014 | 08/01/1950 | Alive

= - Subject, John $.(42345546) M 04/07/2014  09/01/1964 08/01/2014

In order for a subject on the study to be deleted from the study, that subject record must be in a certain Study Status.
The screenshot above displays five subject records, but only one has a checkbox, allowing that subject to be deleted
from the study. This is because the “Declined” Study Status is the only status that allows subjects to be deleted. The
Study Status is configurable, so the status that allows deletion may be labeled differently.

© iMedRIS Data Corporation 12
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Subject Progression

Another item available in the Subject Tracking drop down list is the Subject Progression area. This area will allow you to
view subject progression on the study, as related to the study plan visits that have been completed.

Submissions Study Management Subject Management

Subject Tracking Scheduling

-g Add A New Subject

~ Add an existing Subject

Delete Subject(s; Last, First MI
ject(s) DOB - Survival Status ~lE

s, Mike

Subject Progression :
L = 1/1974 - Alive

345678

When you click this link, a new page will open, displaying in the progression information. This page can be filtered by
Department, Template, and Arm. The columns in the table display details about the subject progression.

Subject Progression
Department:  GH - 00232 - Oncology - Template: Templated + Arm:  Ami - Search

(*) indicates completed wvisit. My Print Friendly

lcount II'-'arl:l't:|'|:|anl: Subject MRN Status on Visit 1 Visit 2 Visit 3 Visit 4 Visit 5 Visit 6 Visit 7 Visit 8 Visit 9 Visit 10
Number Initials study

1 101-7 RS 431456 Active * * *
2 101-6 15 123321127 |Active = & =
3 101-8 MS 345 Active *
4 101-1 Ms 123654 Active * * *
5 101-2 Ds 6543211  |Active * * *

Count — Displays the subject record number.

Participant Number — Displays the participant number associated with the subject.
Subject Initials — Displays the subject initials.

MRN - Displays the subject by MRN if one has been assigned.

Status on study — Displays the status of the study subject.

Visit column(s) — Will highlight each box for a completed visit. If a visit has not been completed the box will remain
white. If a visit has been completed, it will highlight green and contain an asterisk in the column.

This page can be printed by clicking on the Print Friendly button.

Scheduling

The Scheduling area will allow you to view and schedule any unscheduled subject visits, view already scheduled visits,
and access the study appointment calendar, which will provide you with a calendar view of all subjects with scheduled
visits. This area allows you to manage visits for the study as a whole, as it is related to all subjects on the study. You can
also manage visits on an individual subject level by editing that subject’s record on the study.

© iMedRIS Data Corporation 13



Subject Management iRIS 10.02
Scheduling will allow a user to manage scheduled and unscheduled visits without accessing the subject’s record on the

study. This is often granted to a user who should be able to schedule visits, but not have the ability to complete visits in
the system.

Submissions Study Management Subject Management

Subject Tracking Scheduling

¢ Unscheduled Subject
Appointment ; ; _
Displaying List B

3 result(s) found...

(1)) Scheduled Subject
.8 Appointment

On A
Edit Study 7
Ciotuc

. 15 " Study Appointment

w  Calendar Partici
Mum

Unscheduled Subject Appointments
The Unscheduled Subject Appointments area will list out all subjects that have unscheduled visits within a certain date
range. From this area, you can schedule visits.

Study Number: NRP104.203 3 5
PI: | Investigator, Susan M. ph.o. UNScheduled Subject Appointments [{IBack

IRE Number : GH-14-016 . A Phasx_z I, Randomized, DDL_Ib|E-B|iI'Id, Multi-CEntEr_r PIacebo-C‘:ontroIIed_, Parallgleroup, Forjc:x_zd -
_II Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity ™
IRB Expiration Date:|03/03/2015

Today (10/21/2014 ) €& 1042014 [l

Filter By:
Visit Type: —none— -
‘ Legend }Fﬂi:z;'ﬁ

21 result(s) found... 1-15p
Visit Name Visit Type Subject Target Date Appt. Duration Classification i

Visit 4 Follow-up (32321212 ) Subject, Micky 10/06/2014 Wisit
Visit 5 Fhone Screen (32321212 ) Subject, Micky 10/13/2014 Wisit =

Visit 1 Initial Visit (32321212 ) Subject, Micky 09/24/2014 1 Hr \isit
Visit 2 Clinic Visit { 32321212 ) Subject, Micky 10/01/2014 1 Hr Visit i

Visit 3 Clinic Visit { 32321212 ) Subject, Micky 10/08/2014 1 Hr Visit

The columns in the table will display details about the unscheduled subject appointments.

Calendar icon - Clicking on the icon will allow you to schedule the visit. See Schedule Visit section for more information
on scheduling visits.

Visit Name - This is the name selected when the visit was initially set-up.
Visit Type - If a visit type has been associated with a visit, it displays here.
Subject - The name of the subject and MRN, if assigned, displays here.
Target Date - Displays the original target date set for the visit.
Appointment Duration - Displays the length of time for the visit.

Classification - Displays the visit classification (e.g., Visit, Clinical, etc.).

© iMedRIS Data Corporation 14
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Scheduled Subject Appointment

The Scheduled Subject Appointments area lists out all subjects that have scheduled visits within a certain date range.
From this area, you can change the scheduled visit information, if needed.

Study Number: NRP104.303 3 -
PI: Investigator, Sussn M., Bh.D. Scheduled Subject Appointments [4]Back

. IRE Number : GH-14-016 . A Phasx_a I, Randomized, DoL_lbIe-BIinl:Ir I\r1ulti-Center_r F’Iac:eIjo-C_ontrDIIet:I_r Parallgleroup, Forjc:x_ad -
_II Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity =
IRE Expiration Date:| 03/03/2015

Today ( 10/21/2014) &= 1042014 [

Filter By: Search...

Visit Type: —none— -
Visits:
L d }—'—{”
‘ S9ene o scedures:

1 result{s) found... 1-1

Visit Name Visit Type Subject Appt. Date Appt. Duration Classification
Visit 5 FPhone Screen ( 4567765432 ) Subject, Jack 10/21/2014 11:00 AM 1Hr Visit

The columns in the table will display details about the scheduled subject appointments.

Calendar icon- Clicking on the icon will allow you to change the scheduled visit. See Schedule Visit section below for
more information on scheduling visits.

Visit Name- This will be the name selected when the visit was initially set-up.

Visit Type- If a visit type has been associated with an appointment, it displays here.
Subject - The name of the patient and MRN, if assigned, displays here.
Appointment Date- Displays the scheduled date of the appointment.
Appointment Duration- Displays the length of time for the appointment.

Classification- Displays the visit classification (e.g. Visit, Clinical, etc.).
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Study Appointment Calendar
The Study Appointment Calendar is a link to a calendar view of all subject scheduled visits. From this area, all scheduled

iRIS 10.02

visits will display in a month calendar, with the current month displayed by default, as shown in the screenshot below.

You can navigate to a different month by clicking on the green arrow icons next to the month name, or choose the

month from the dropdown list provided above the calendar.

Study Number:
PI:

Study Status:

Adults with ADHD

Investigator, Susan M., Ph.D.

Study Appointment Calendar

IRE Number :
IRBE Expiration Date:

09/25/2015

Month: Oct2014 ~ |E|

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose =«
Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder &

Week: Oct19-0ct25 v [Go

{IBack

< October 2014 >
Sun Mon Tue Wed Thu Fri Sat
(Week 40) 01 02 03 04
05 (Week 41) 06 07 08 09 10 11
o o
08:00 AM-Visit 2 08:00 AM-Visit 6
12 (Week 42) 13 14 15 16 17 18
19 (Week 43) 20 Fi| 2 13 24 25
o o o
08:00 AM-Visit 4 08:00 AM-Visit 4 08:00 AM-Visit 8
26 (Week 44) 7T} 28 9 30 3
You can also change the view to a weekly (shown below) by selecting a week from the Week drop down list.
Study Number: Adults with ADHD - FE
Study Appointment Calendar 4 /Back

PI: Inves

igator, Susan M., Ph.D.

e _

IRE Number :

IRE Expiration Date:

09/29/2015

Month: Oct2014 ~ |§|

< October 19 - 25, 2014 (Week 43) »

A Fhase 111, Randemized, Double-Blind, Multi-Center, Flacebo-Controlled, Parallel-Group, Forced Dose =
Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder i

Week: Oct18-0ct25s ~ [Gof

m

n

Sun Mon Tue Wed Thu Fri Sat
Oct 19 Oct 20 Oct 21 Oct 22 Oct 23 Oct 24 Oct 25
6:00
7:00
8:00 <] < L4
08:00 AM-Visit 4 08:00 AM-Visit 4 08:00 AM-Visit 8
9:00
10:00
11:00

You can also switch to a daily view by clicking on a specific day within the calendar.
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Study Number:  Adults with ADHD - =~
PI: Investigator, Susan M., Ph.D. Study Appointment Calendar [4]Back

. IRE Number : GH-14-031 . A Pha_se 111, Randomize;l, Double-Blind, Multi-C_enter, PIacgbo-Cont_roIIedr Pa_rallel-GrDL”:n_r For_ced Dose =«
_I: Tltratlonr Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder 7
IRB Expiration Date:|09/29/2015

Month: 0ct2014 ~ [Go Week: 0ci19-0ct25 + [Go]

Friday, October 24, 2014

6:00 i 24
7:00 4 October 2014 >
Sun Man Tue Wed Thu | Fri [ Sat
8:00 £ 08:00 AM- o1 02 | 03| o4
Visit 8 - 05 | o6 | o7 | 08 | 09 [10| 1
9:00 12 | 13 14 15 16 | 17 | 18
19 | 2w | 22 | 13 |4 5 3
10:00 % | 7 8 9 30| 3
11:00
12-00

For any visit that has been scheduled, it will populate on the specific day with the scheduled time and visit name
displayed. If you mouse over a visit, a small popup will display listing further details related to the visit.

Study Number: Adults with ADHD -
PI: Investigator, Susan M., Ph.D. StUdy Appolntment Calendar

. IRE Number : GH-14-021 . A Phase 111, Randomize_d, Double-Blind, Multi—C_E
ST ST _II Tltratlonr Safety and Efficacy Studv of NRP104 ir]
IRE Expiration Date:| 09/29/2015

Month: Oct2014 ~ lﬂl Weeld

Friday, October 24, 2014

8:00 € 08:00 AM-
Visit 8
9:00 X1
08:00 AM-60 minutes
10:00
Visit 8-
11:00 3

If your role has the correct access, you can also click on the visit link to open the Visit Details page, as shown in the
screenshot below. More information on completing a visit can be viewed in the Completing a Visit section of this
manual.

Y e e e bnp. (4567763432) (101-9) Subject, Jack - Visit Details [1]Back

Add stipend Request Schedule Visit | My Print Worksheet g Save Changes
Visit Name: Visit 3 Status: Incomplste
Visit Type: Clinic Visit -
Description: Assessment Date: v
Target Date: 10/07/2014 Blcomments:
Completion Window: 10/05,/2014 - 10/0%/2014
Arm:
Description | Open Form Procedure Cancelad Complate Incomplete No Show Not Done -
i i He iy He]

(Category not specified)

@ Check-in )
(Category not specified)

Bngiogram Of Heart (Coronary Angiogram) )

ar=l Bload Do

m
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Managing Subject Records

Once a subject record has been added to a study, it can be accessed through the Subject Management tab. Within the
Subject record, general subject information can be entered and updated, the subject can be registered onto a Study Plan
Arm, visits can be scheduled and completed, the consent record can be updated and general subject on study records
can be maintained.

When accessing the Subject Management tab, any subject added to the study will be listed (depending on your access
and system settings, you may or may not see all subjects added to the study).

Click on the icon in the Edit column to access the subject record.

Study Number: Adults with ADHD c
PI: Investigator, Susan M., Ph.D. SUhJECt Manageme“t [Il Back

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-
Study Status: IRB N ber = - — g " - - L .
e _ umber GH-14-031 Study Title : Controlled, Parallel-Group, Forced Dose Titration, Safety and Efficacy

Study of NRP104 in Adults With Attention-Deficit Hyperactivity

IRB Expiration Date: 09/25/2015 Disorder (ADHD)
Filter Lists by Department: |All EI
- Print Friend
Submissions Study Management Sul:ject Management y 0 en h‘l
Subject Tracking Scheduling i
Displaying List By: All Subject On Study Status Filter Results L
10 result(s) found...
Edit On Study %l Last, First MI MRN Participant Ferererer: Sex Register Off Study Date

Status DOB - Survival Status Number Date Off Study Reason

1 Subject, Amy B
i - 05/20/1580 - 4534234 101-4 Oncology F

- Subject, Donna
i Active 12/18/1975 - 6543211 101-2 Oncology F 10/03/2014

A new page will open that contains links to various subject and subject on study areas of Subject Management. At the
top of the page is the Subject Management header that provides details related to the study and the subject record
being accessed. This information will remain on the page as you navigate through the different links on this page.

The Subject Management page is broken up into three parts and may or may not contain the same links, based on your
system’s configuration. This manual discusses the standard options available within Subject Management. Your system
may have more or less access depending on the configuration.

The first part, Subject General, contains links to basic, general subject information. The second part, Subject Study
Registration, contains access to subject on study screening and registration. And the third part, Subject on Study
contains links to study related activities for your subject, including protocol tracking, adverse events and informed
consents. Each section is described in detail below.
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Study Number: Adults with ADHD _ 5 - _ q
PI: Investigator, Susan M., Ph.D. (123654) (101-1) Subject, Mickey - Subject Management 4/Back
A Phase II1, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration
Study Status: IRE N ber : - - H e 3 - - N - - " L . . ’
s _ umber GH-14-031 ST Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

IRB Expiration Date: 09/29/2015

3 # ——
'ﬁ Subject general @ Subject study registration Subject on study - Adults with ADHD

® subject Demographics ® Insurance ® study screening @ Protocol Tracking and ® Appointments
Py Ps d : : Project Management

Physicians Correspondence On study registration

information ® Study Documents ® calendar

® social history ® Medical History ® Adverse events ®  study drugs
® Medication [ ] Allergies ® informed consent
[ ] Subject Contacts ® General Documents
(] Associated Departments

Subject General

Subject General contains links to the subject’s general information, including demographic information, physicians,
contacts, medical history, insurance on file, allergies, etc. This information is not specific to the study, rather specific to
the subject. If this subject is registered on multiple studies, the information added to this area is shared and accessible
by all the studies that have this subject registered. If you update the Insurance information within one study record, the
other study that the subject is registered on will also have that information.

Subject Demographics

Subject Demographics contains basic subject information, such as name, MRN, DOB, language, contact information and
survival information. Depending on your system setup, you may or may not have the same fields available as shown in
the screenshot below.

Study N ber: NRP104.203 - " -
bT: | Invostisator, Susen M., phoo.  (32321212) (101-6) Subject, Micky - Demographics [4]Back
. IRE Number : GH-14-016 . A Phase 111, Randomi;ed,_DoubIE-BIind, Mult_i-Center, PIacebo-Contt_’olled, Para_llel- -
SRl EECE m pmher Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With 52
IRB Expiration Date:|03/03/2015
Q Save Demographics
*Last - First - Checked
Name SUCECt Name MR [+ indicates
subject is
Title Wr. - MRN 32321212 Dats?rgrt =, nteretodin D
: being recruited
Marit . _ -
Status SOk - Age Gender @ Male © Female for new study
Race African American - Religion Christianity Ethnicity Black - E
Place
Language English - Diagnosis Sarcoma - Stage —none— - of
Birth
o NuPrl:lub':: Phone Type -—none— ~
Address
i ez Phone Type —none— ~
Number
E-mail

Basic Subject Information

At the top of the page you can identify basic subject information, such as Last Name, First Name, Middle Initial, MRN,
Date of Birth, and Language, among other fields, depending on your system setup. And field noted with ared * is a
required field and you will not be able to save this page without entering the information. Other fields are available to
be used as needed.
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Contact information
Below the basic subject information you can enter the Address, E-mail and Phone Numbers for the subject.

Take Note
A Take Note field is available to post important messages related to the subject.

Subject has severe peanut allergies.l
Take Note

Anytime the subject record is accessed, the message from the Take Note will display in a popup, as shown in the
screenshot below.

o, (32321212) (101-6) Subject, Micky - Subject Management

IRE Number : GH-14-016 .| A Phase III, Randomized, Double-Blind, Multi-Center, Flacel
nmoer Group, Forced Dose Titration, Safety and Efficacy Study of M

IRB Expiration Date:| 03/03/2015

%, Subject study 1 |, Subject on study - NRP104.202
registration -
Message from webpage P
Insurance L) Study screening

On study registration
Correspondence information l \  Subject has severe peanut allergies. r

Medical History

Allergies

5
General
Documents

Survival Status
The Survival Status portion of this page allows you to track the current status of the subject. You can set the status of the
subject any time.

Survival
Status

Cause Of Death Deceased Date j

Alive

Deceased
LTF -

If the subject is flagged as Deceased, the Cause of Death and Deceased Date fields become available and are required
before you can save the page.

Survival

Status Deceased v Cause Of Death —none— - Deceased Date v

Cause of Death
Explanation

Also, once the subject is flagged as Deceased and the Subject Demographics page is saved, the Subject Status may
change to reflect that the subject is deceased, depending on the setup of the Subject Status list in your system.
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Filter Lists by Department:

Submissions Study Management Subject Management

Subject, Rory

- Deceased 63633454 101-11

jsthEEt: Rose 12213443 101-10

Physicians
This area allows you to list the subject’s physicians. When you first access this area, the page will not display any
physicians for the subject. You can associate a physician to the subject by clicking on the Add a New Physician button.

B e % 5. (32321212) (101-6) Subject, Micky - Physicians [1]Back

IRE Number : GH-14-016 .| A Phase 111, Randomized, Double-Elind, Multi-Center, Flacebo-Controlled, Parallel- =«
n amner Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With i

IRB Expiration Date:|03/03/2015

T Add a New Physician

0 result(s) found...
iB’ Edit Name Specialty Type Last Seen Relationship

Mo Physicians have been assigned to this subject.

A page listing the available Physicians will open. Physician records are added to this page through System Administration
-> List Configuration and Maintenance —> Site List Setup —> Physicians, or they can be added through the User Accounts
area by flagging a user as a Physician. You can use the search tools at the top of the page to narrow down your results.

When you locate the physician you need to add, click the icon in the Select column.

Y o et 202 o (32321212) (101-6) Subject, Micky - Physicians (4|Back
Last Name: First Name:
Specialty: -none-—- - Department: --none-- -

4 result(s) found...

Select Name Title Spedialty Facility Type Department

GH - Department
@ Administrator Orthopedist Attending GH - Oncology

GH - Cardiology

GH - Department

@ Dr. Investigator, Patrick, Ph.D f;?;;ﬂalator MNeurosurgeon GH Attending GH - Oncology
g GH - Cardiology

o General Practitioner
@ Dr. Investigator, Susan M., Ph.D. ?;T:;Eaglator Cardiology General Hospital Attending GH - Oncology
Medical Oncology

@ Investigator, P GH Attending

You will then need to specify the Patient-Doctor Relationship by selecting a value from the dropdown list. You can also
enter the Date Last Seen and any Comments. Click the Save Physician button.
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Y er, oo 2. (32321212) (101-6) Subject, Micky - Physicians [1]Back

Q Save Physician
Patient-Doctor Relationship: Primary Physician s

Date Last Seen: g9/ 0z2/2014 =

Comments:

Physician Information

Last Name: Investigator Email: sinvestigator@gh.com

Primary Number: (303) 555-2323
Cell Number: (303) 555-8956
Job Title: Principal Investigator Paber Number: (303) 555-2324
Degree: Fh.D. Fax Number: (303) 555-2325
Employee id: 000006 Mailing Address: 1234 Main Street Redlands, CA 92374

First Name: Susan
Middle Name: M.

The Physician will be associated to the subject. You can modify the details for the physician by clicking on the icon in the
Edit column and delete the physician from the subject record by selecting the checkbox next to the Physician name and

clicking on the Delete Selected Physician(s) button. Additional Physicians can be associated to the subject by clicking on
the Add a New Physician button.

Frvdy Jumber 1RS5202 T (32321212) (101-6) Subject, Micky - Physicians Back

. IRE Number : GH-14-016 .| A Phase III, Randomized, Double-Blind, Multi-Center, Flacebo-Centrolled, =
Study Status: n il Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of =

IRE Expiration Date:| 03/03/2015

w Add a New Physician

€ pelete selected Physician(s)

1 result(s) found...

;B( Edit Name Specialty Type Last Seen Relationship
General Practitioner
[ Dr. Investigator, Susan M., Ph.D. Cardiology Attending | 09/02/2014

Primary Physician
: Medical Oncology

Social History

This area allows you to list the social history for the subject. When you first access this area, the page will not display any

records for the subject. You can associate a social history record to the subject by clicking on the Add a Social History
button.

oY e e o, (32321212) (101-6) Subject, Micky - Social History {IBack

. IRE Number : GH-14-016 .| A Phase III, Randemized, Double-Blind, Multi-Center, Flacebo-Controlled, =
n il Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of =

IRE Expiration Date: | 03/03/2015

w Add a Social History |

List of sacial history information associated with this subject.
0 result(s) found...
il? Edit Social History Group Social History Detail Start Date End Date

Mo social history information has been added for this subject.

From the page that opens, you can select a social history item from the Group dropdown list.
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e o e 2. (32321212) (101-6) Subject, Micky - Social History {|Back

Q Save Social History |

-

Add social history information associated with this subject.

*Group: -—-none— hd

*Detail: |acohol Use
Exercise

Start Date: |llicit Drug Use
Marital Status
Tobacco Use

End Date:

Comments:

Once you select a group, the Detail dropdown list will update with items specific to the chosen Group.

Add social history information associated with this subject.

*Group: Tobacco lUse -
*Detail: —none— -

Start Date: |=10 cigarettes/day
=60 cigarettes/day

10-30 cigarettes/day
30-50 cigarettes/day
nene

End Date:

After selecting the Group and Detail, you can then enter a Start Date, and End Date (if applicable), and any Comments
related to the Social History record. Click the Save Social History button when you are done.

The Social History will be associated to the subject. You can modify the details for the Social History record by clicking on
the icon in the Edit column and delete the record by selecting the checkbox next to the Social History and clicking on the

Delete Selected Social History button. Additional records can be associated to the subject by clicking on the Add a Social
History button.

oY er. oo enp. (32321212) (101-6) Subject, Micky - Social History [4]Back

. IRE Number : GH-14-016 . A Phase 111, Randomized, Du:nu_ble-lBIind, Multi-Center_, Placebo-Controlled, =
n ammer Parallel-Group, Forced Dose Titration, Safety and Efficacy Studv of i

IRB Expiration Date:|03/03/2015

w Add a Social History | 0 Delete Selected Social History

List of social history information associated with this subject.
1 result(s) found...

il? Edit Social History Group Social History Detail Start Date End Date

| . Tobacco Use <10 cigarettes/day 06/01/1998

The information defined in the Group and Detail dropdown list are configured in System Administration — List
Configuration and Maintenance — Site List Setup — Social History.
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Medication
This area allows you to list the medications for the subject. When you first access this area, the page will not display any

records for the subject. You can associate a medication record to the subject by clicking on the Add a New Medication
button.

Y e er i "2 0. (32321212) (101-6) Subject, Micky - Medication 4IBack

. IRE Number : GH-14-016 : A Phase 111, Randomized, Du:nu_ble-lBIind, Multi-Centerl, Flacebo-Controlled, =
Study Status n ammer ParaIIEI—GrDuD. Forced Dose Titration, Safety and Efficacy Study of ~

IRB Expiration Date:|03/03/2015

My Print Friendly T Add a New Medication

List of medications associated with this subject.
0 result(s) found...
;B( Edit Medication Indication Dosage Regimen Route Start Date End Date

Nao medication information has been added to this subject.

From the page that opens, you can select a Medication from the Medication dropdown list. You can also specify
additional details, including, Dosage, Route, Regime, Start Date, and End Date (if applicable). Click the Save Medication
button when you are done.

By er. et ho.  (32321212) (101-6) Subject, Micky - Medication [4]Back

Q Save Medication

~

Add medication information associated with this subject.

Medication: Acetaminophen

Other Medication:

Indication:

m

Dosage:

The Medication record will be associated to the subject. You can modify the details for the Medication record by clicking
on the icon in the Edit column and delete the record by selecting the checkbox next to the Medication and clicking on
the Delete Selected Medication(s) button. Additional records can be associated to the subject by clicking on the Add a
New Medication button.

Y e o e oh o, (32321212) (101-6) Subject, Micky - Medication [{Back

. IRE Number : GH-14-016 .| & Phase 111, Randomized, Double-Blind, Multi-Center, Flacebo-Controlled, =
E amber Parallel-Group, Forced Drose Titration, Safety and Efficacy Study of 52

IRB Expiration Date:| 03/03/2015

My Print Friendly | Add a New Medication

0 Delete Selected Medication(s)

List of medications associated with this subject.

1 result(s) found...

ig Edit Medication Indication Dosage Regimen Route Start Date I:f::e
=ih Acetaminophen 500 mg SIEE;TW'CE PO - Oral 09/11/2014
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The information defined in the Medication, Regime, and Route dropdown list are configured in System Administration —

List Configuration and Maintenance — Site List Setup — Medication; Medication Regime; Medication Route.

Subject Contacts

This area allows you to list the contacts for the subject. When you first access this area, the page will not display any
records for the subject. Two types of contacts can be added, Personal and Facility. You can flip between the two types
of contacts by clicking on their corresponding tabs at the top of the page.

To add a contact, click the Add a New Contact button in the corresponding tab.

o o et #np.  (32321212) (101-6) Subject, Micky - Contacts (4)Back

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, =
: IRB Number : GH-14-016 : ' ! o ! ! !
Study Status n ammer Study Title Parallel-Group, Forced Dose Titration, Safety and Efficacy Studv of i

IRE Expiration Date:| 03/03/2015

w Add a New Contact

Personal || Facility

List of personal contacts associated with this subject.
0 result(s) found...
iB( Edit Name Relationship

No personal contacts associated with this subject.

When adding a Personal Contact, enter the Name, choose a Relationship from the drop down list and enter any of the
other information presented on this page.

| Personal || Facility |
Add a personal contact associated with this study.
¥ yame: Relationship: -—none— -
-
Comments:
Primary Address: Secondary Address:
Street: Street:
City: City:
State: CA hd State: CA -
Zip{ Postal Zip/Postal
Code: Code:

When adding a Facility Contact, enter the Name and enter any of the other information presented on this page. Click the
Save Contact button.
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Personal Facility

Add a facility contact associated with this subject.

& Name:
Facility Local
Contact: Contact:
- -
Tests: Reports:

The contact record will be added to the appropriate tab. You can modify the details for the contact by clicking on the
icon in the Edit column and delete the record by selecting the checkbox next to the Contact and clicking on the Delete
Selected Contact(s) button. Additional records can be associated to the subject by clicking on the Add a New Contact
button.

o o, e ho. (32321212) (101-6) Subject, Micky - Contacts (4]Back

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, »
s IRE Number : GH-14-016 : ’ ! . . ! ! !
Study Status n amner Study Title Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of ~

IRE Expiration Date:|03/03/2015

T Add a New Contact | 0 Delete Selected Contact(s)

Personal | | Facility

List of personal contacts associated with this subject.
1 result(s) found...
iE' Edit Name Relationship

| . Personal Contact Name Father

The information defined in the Personnel Contact Relationship dropdown list are configured in System Administration —>
List Configuration and Maintenance — > Site List Setup — > Contact Relationship.

Associated Departments
This area lists the departments associated with the subject and study. The left side of the screen displays the

department(s) associated to the subject. The right side of the screen displays the departments associated with the study
for reference.

The departments available to associate to the subject may be restricted to departments associated to the study, based
on your system setup.

Departments are assigned to a subject when the subject is added to the study, either based on a selection from a drop
down list, or if the property “system.use_dept_for_subject” = “Yes,” the Primary Department on the study will be
automatically assigned.

This page allows you to view the current subject departments and add additional departments as needed. To associate a
new department to a subject, click the checkbox next to the Department on the right and then click the Save Patient
Department button.
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oy e o e o, (32321212) (101-6) Subject, Micky - Associated Departments ({IBack

n IRE Number : GH-14-016 A Phase I1I, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, :

Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of

IRE Expiration Date:|03/03/2015

Q Save Patient Departments

A
ey Departments Associated With This Patient Departments Associated With This Study
|:| Department GH - 12345 - Department
GH - 00232 - Oncology
Oncology
Insurance

This area allows you to list the insurance records for the subject. When you first access this area, the page will not

display any records for the subject. You can associate an insurance record to the subject by clicking on the Add a New
Insurance button.

o et ono.  (32321212) (101-6) Subject, Micky - Insurance {JBack

E IRE Number : GH-14-016 A Phase I1I, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, =

Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of hd

IRE Expiration Date:|03/03/2015

- Add a New Insurance |

+E Edit Insurance Name

Policy Number Valid From valid To Status

No insurances have been added.

From the page that opens, you can select an insurance company from the Insurance dropdown list. You can also specify

additional details, including, Insurance Status, Valid Dates and Policy Number. Click the Save Insurance button when you
are done.

o o et oho. (32321212) (101-6) Subject, Micky - Insurance

[1]Back

Q Save Insurance |

-

0 Cancel And Return

Add/Edit Patient Insurance

*Select an insurance: BlueCross -

Insurance Status: Active
Insurance is valid from: v

Insurance is valid to: v

Policy Number:

The Insurance record will be associated to the subject. You can modify the details for the Insurance record by clicking on
the icon in the Edit column and delete the record by selecting the checkbox next to the Insurance and clicking on the

Delete Selected Insurance(s) button. Additional records can be associated to the subject by clicking on the Add a New
Insurance button.
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o i oho. (32321212) (101-6) Subject, Micky - Insurance ({]Back

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, =
tatus: IRE Number : GH-14-016 Title : ' ' o ! ! !
Study Status n - r Study Tit Parallel-Group, Forced Dose Titration, Safety and Efficacy Studv of i

IRE Expiration Date:|03/03/2015

w Add a New Insurance | 0 Delete Selected Insurance(s)

+|3( Edit Insurance Name Policy Number Valid From Valid To Status

[ . BlueCross R4543 01/01/2013 01/01/2014 Active

The information defined in the Insurance dropdown list is configured in System Administration —> List Configuration and
Maintenance —> Site List Setup —> Define Insurance Companies.

Correspondence

This area allows you to list the correspondence records for the subject. When you first access this area, the page will not

display any records for the subject. You can associate a correspondence record to the subject by clicking on the Add a
New Correspondence button.

o e oot 2np. (32321212) (101-6) Subject, Micky - Notes [IBack

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, =«
: IRE Number : GH-14-016 : ' ' L ! ! !
Study Status n amper Study Title Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of ~

IRB Expiration Date:| 03/03/2015

ws Add a New Correspondence

List of correspondence associated with this subject.

0 result(s) found...

‘w  Edit/  LastEdited

H! View By Original Date Modified Date Correspondence

Mo notes have been added to this subects notebook

From the page that opens, you can type in the correspondence Note. Click the Save correspondence button when you
are finished.

o or. e eho. (32321212) (101-6) Subject, Micky - Notes (4]Back

Q Save correspondence

-

Edit a note associated with this subject.

Note:

The Correspondence record will be associated to the subject. You can modify the details for the Correspondence record
by clicking on the icon in the Edit column and delete the record by selecting the checkbox next to the Correspondence
and clicking on the Delete Selected Correspondence button. Additional records can be associated to the subject by
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clicking on the Add a New Correspondence button. Correspondence can be updated and information in the Last Edited

By and Modified Date will update with the latest information.

o it oho. (32321212) (101-6) Subject, Micky - Notes ({]Back

E| IRE Number : GH-14-016 A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,

Parallel-Group, Forced Dose Titration, Safety and Efficacy Studv of
|IRB Expiration Date:| 03/03/2015

~

-

w’ Add a New Correspondence | o Delete Selected Correspondence |

List of correspondence associated with this subject.
1 result(s) found...

Hg i‘_’:‘i La"t::_'t"d Original Date Modified Date

Correspondence
Fl ) Coordinator, | 09/11/2014 09/11/2014 ke with subs he oh di : |
1 [Mary lane 04:17:20 BM 04:17:20 PM Spoke with subject on the phone discussing test results.
Medical History

This area allows you to list Medical History for the subject. When you first access this area, the page will not display any
records for the subject. You can associate Medical History to the subject by clicking on the Add Medical History button.

o e enp. (32321212) (101-6) Subject, Micky - Medical History ({]Back

n IRE Number : GH-14-016 A Phase I1I, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,

Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of

~

IRE Expiration Date:| 03/03/2015

My Print Friendly \wy Add Medical History |

List of medical history information associated with this subject.
0 result(s) found...
;B( Edit Condition Start Date End Date

Nao medical history information has been added for this subject.

From the page that opens, you can select a Condition from the dropdown list. You can also specify additional details,
including, Start Date, End Date and Comments. Click the Save Medical History button when you are finished.
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e o eeor oh o, (32321212) (101-6) Subject, Micky - Medical History [{Back

Q Save Medical History |

L
Add medical history information associated with this subject.

Condition: Asthma -

Other Condition:

Start Date: 09/01/1983 [T

End Date: v

Comments:

The Medical History record will be associated to the subject. You can modify the details for the record by clicking on the
icon in the Edit column and delete the record by selecting the checkbox next to the Medical History and clicking on the

Delete Selected Medical History button. Additional records can be associated to the subject by clicking on the Add
Medical History button.

By er. et eho. (32321212) (101-6) Subject, Micky - Medical History 4IBack

“ IRE Number : GH-14-016 A Phasze 111, Randomized, Double-Blind, Multi-Center, Placebo-Cantrolled,

Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of

s

-

IRE Expiration Date:| 03/03/2015

sy _Print Friendly | ./ Add Medical History | € pelete Selected Medical History

List of medical history information associated with this subject.
1 result{s) found...
HE] Edit

Condition Start Date End Date

[ . Asthma

09/01/1983

The information defined in the Condition dropdown list are configured in System Administration —> List Configuration
and Maintenance —> Site List Setup —> Medication.

Allergies

This area allows you to list Allergies for the subject. When you first access this area, the page will not display any records
for the subject. You can associate an allergy to the subject by clicking on the Add a New Allergy button.
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Study Number: NRP104.203

PI: Investigator, Susan M.. Ph.D. (32321212) (101-6) Subject, Micky - Allergies E' Back

n IRE Number : GH-14-016 A Phase 111, Randomized, Daouble-Blind, Multi-Center, Placebo-Controlled,

Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of

IRBE Expiration Date:| 03/03/2015

s

-

Mo allergies have been added to this subject.

My Print Friendly Add a New Allergy
List of allergies associated with this subject.
0 result(s) found...
He Edit Allergen Reaction

From the page that opens, you can select an Allergen from the dropdown list. You can also specify additional details,
including Reaction and Comments. Click the Save Allergy button when you are finished.

Study Number: NRP104.303

PI:  Investigator, Susan M., Ph.D. (32321212) (101-6) Subject, Micky - Allergies E| Back

Add an allergy associated with this subject.

Allergen: FOOD - PEANUT

b
Other Allergen:

Reaction:

Comments:

Q Save Allergy |

The Allergy record will be associated to the subject. You can modify the details for the record by clicking on the icon in
the Edit column and delete the record by selecting the checkbox next to the Allergy and clicking on the Delete Selected
Allergies button. Additional records can be associated to the subject by clicking on the Add a New Allergy button.

Study Number: NRP104.203

PI: Investigator, Susan M., Ph.D. (32321212} (101_6} SUhjECtl MICkY B A"ergies [Il BaCk

E IRE Number : GH-14-016 A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,

Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of
IRE Expiration Date:| 03/03/2015

.

My Print Friendly Add a New Allergy | 0 Delete Selected Allergies
List of allergies associated with this subject.
1 result(s) found...
HE] Edit Allergen Reaction
= FOOD - PEANUT

Swelling, rash

The information defined in the Allergen dropdown list are configured in System Administration —> List Configuration and
Maintenance —> Site List Setup —> Allergen.
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General Documents

This section is where a user can associate any general documents and/ or images to the subject record. This page is
broken up into two tabs, Documents and Images. Each tab allows you to upload a document for the subject.

To add a document, verify you have the Documents tab selected and click the Add a New Document button.

Y e o o o, (32321212) (101-6) Subject, Micky - Documents & Images [4]Back

. IRE Number : GH-14-016 .| A Phase III, Randemized, Double-Blind, Multi-Center, Placebo-Controlled, =
n mner Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of S

IRE Expiration Date:|03/03/2015

My Print Friendly 4y Add a New Document

Documents || Images

List of documents associated with this subject.
Select A Category: Al -
0 result(s) found...

Date

i¥| Edit File Type Modified Title Category Description

Mo documents associated with this subject.

Enter the Title and associate a Category and Description, if applicable. Then click the Upload button.

| Documents | | Images |
Add a document associated with this subject.

Subject Test Results -

*Title:

Catagory: Other -

| -

Description:

Upload Document: [ Upload ... ]

A popup window opens allowing you to Browse your computer for the document. Once you select the document, click
the Save selected file button. Click the Cancel button to return to the Documents page without uploading a document.

Document Location:

Instruction: Upleading a document into iRIS™ requires locating the document on the computer.
Once you have located the document click on the 'Save selected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.

[ save selected file

© ama |
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A Microsoft Word icon populates next to the document information when you successfully upload a document. Be sure

to click the Save Document button to complete the upload.

| Documents || Images |

Add a document associated with this subject.

Subject Test Results
*Tithe:

Category: Other -

Description:

Upload Document: [ Upload ...

Any document record added displays within the Documents tab.

Y e o o . (32321212) (101-6) Subject, Micky - Documents & Images 4]Back

. IRE Number : GH-14-016 .| A Phase III, Randemized, Double-Blind, Multi-Center, Flacebo-Controlled, =
n il Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of =

IRE Expiration Date: | 03/03/2015

My Print Friendly | T Add a New Document 0 Delete Selected Document(s)

Documents || Images

List of documents associated with this subject.
Select A Category: Al -
1 result(s) found...

Date

i¥| Edit File Type Modified Title Category Description

[ . 09/11/2014 Subject Test Results Other

To add an image, verify the Images tab is selected and click the Add a New Document button. You can then enter the
Title, Description and indicate if the image being uploaded is a Patient Photo. Click the Upload button.

Documents Images |

Add an image document associated with this subject.

*Title:

Description:

Patient Photo: ||

uplond mcture:
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Repeat the same process for adding a document. Be sure to click the Save Document button to complete the upload.

Any images uploaded will populate in the Images tab.

| Documents

1 result(s) found...

i Edit

Image

Images |

Patient
Photo

Yes

List of image documents associated with this subject.

Date
Modified

09/11/2014 | Patient Photo

Title Description

If you indicate that the image uploaded is a Patient Photo, the image will display within Subject Demographics, similar to

the screenshot below.

Study N bear: MRPL104.2032 = - -
IZ’II:I 1||rInl:rlu:“st;Egrau'ccvr, Susan M., Ph.D. (32321212) (101-6) Subject, Micky - Demographics El Back
. IRE Number : GH-14-016 .| & Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, »
n nmher Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of -
IRB Expiration Date:|03/03/2015
Q Save Demographics
~
*Last ) First .
Name Subject Name Micky MI
. Date of
Title Mr. - MRN 32321212 Birth ,
Msat:tt:sl. Single M Age Gender @ Male ©) Female =
Race -—none— *  Religion -none— - Ethnicity -—none— -
Place
Language English - Diagnosis Sarcoma - Stage -—none— - of
Birth
" Phone _
i Number Phone Type non

Subject Study Registration

The links within Subject Study Registration allow researchers to manage the screening and registration information
related to the subject on study. Screen fails can be tracked, the current subject status can be managed and the subject
can be enrolled onto an arm from within these screens.
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Study Numbar: NRP1D4.303

PI: | Invastigator Susan . pho.  (32321212) (101-6) Subject, Micky - Subject Management («IBack

IRE Number : CH-14-016 |-1 Phase 111, Randomized, Double-Blind, Multi-Center, Flacebo-Controlled, Farallel-
|Mfm’_“ ol d _M Titha = Group, Ferced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With

IRB Expiration Date: | 03/05/2015

ﬂ Subject general % S’:’:l.:'::;:h Subject on study - NRP104.303

& Subject

Insurance - Study screening - Protocol Tracking and - Appointments

Demographics On stud istrati Project Management
n study registration
Physicians Correspondence - information - Study Documents ® calendar
® Adverse events ® study drugs

- Informed consent

Medication Allergies

Take Notice: This subject 15 registered on multiple studies:

-
- -
® social histary ® Medical History
- -
(] (] = 1RE E——

Subiect Contacts General

Study Screening
When subjects are added to a study, the system will create a screening record for that subject. At the time you add a
subject to the study, you are able to indicate whether or not the screen was a fail.

Study Number:  Adults vith ADHD . .
PI‘:. vInI:'r:stiegratur, s:ls:nw‘M., ph.o.  Adults with ADHD - Add Subject [*]Back

A Phase 1II, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose -
Status: IRE Number : GH-14-031 1 I ‘ ) ‘ - . . - P 4
STLyEEES _II Study Tile 1| 1itration, Safetv and Efficacy Studv of NRPLO4 in Adults With Attention-Daficit Hvperactivit Disorder (ADHD) ~

IRB Expiration Data:| 05/25/2015

D Save Subject Information

* Medical Record Number(MRN):

Participant Number:

#*Last Name:

First Name:

Middle Initial:

* Screening Date: =

Screening Failure: D

The Screening Date and Screening Failure information entered when adding the subject to the study populate within
Study Screening, as shown in the screenshot below. You can provide additional details for the screening record from this
page, as well as add new screening records.

To edit the existing record, click the icon in the Edit column. To add a new record, click the Add a New Screen button.

pudy Number: | [EPI04503 . (989794) (101-7) Subject, Donna - Subject Screening (4]Back

. IRE Number : GH-14-016 .| A Phase III, Randomized, Double-Blind, Multi-Center, Placebe-Controlled, =
Study Status: E il Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of S

IRE Expiration Date:| 03/03/2015

\wy Add a New Screen o Delete Selected Screen(s)

List of screening records associated with this subject.
1 result(s) found...

;B( Edit Screening Failure Reason Screening Date Primary CRC Secondary CRC

= Nao 09/04/2014
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Whether you are editing or adding a record, a page similar to the one in the screenshot below will open. The fields are

described below.

Screening Date — This required field is the date the screening for the subject took place. This date will be pre-populated
with the Screening Date provided when adding the subject to the study if you are editing the existing record.

Screening Failure — When a subject has failed screening, check the Screening Failure option. When you indicate a
subject has failed screening, the system will ask if you need to default the subject to the failed screening status.

When you indicate “Yes,” the status of the subject will default to the pre-configured Screen Fail subject status, similar to
the status assigned in the screenshot below.

Submissions Study Management Subject Management

Subject Tracking Scheduling

4 result(s) found...

i On Study A Last, First MI Ea—
ET Status 2 DOE - Survival Status MRN Namb
= Jones, Mike
| e 05/21/1974 - Alive 345678 101-3
= Subject, George M.
" Active 08/01/1950 - Alive 12356 101-1
]E’D_h 'S' 42345546 101-2

d ubject, Martha 56564545 101-4

Reason — This is a configurable list of screen fail reasons. When you flag a subject as failed screening, you can also

choose the reason from this list. The configuration list is located in System Administration —> List Configuration and
Maintenance —> Site List Setup —> Screening Reason.

Primary CRC — This dropdown list contains a list of personnel listed on the study for selection as Primary CRC for the
screening record.

Secondary CRC — This dropdown list contains a list of personnel listed on the study for selection as Secondary CRC for
the screening record.

Comments — You can add any supporting comments to the field provided here.
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e or S 2o, (989794) (101-7) Subject, Donna - Subject Screening [4]Back

* Screening Date:

Screening Failure:

Reasom:
Primary CRC:

Secondary CRC:

Comments:

Q Save Screening

"

Edit the screening record for the select subject and study.

tonezne  [EE

—none— -
—none— -
—none— -

Below the screening information, you may have listed the study’s IRB approved Inclusion and Exclusion Criteria. You can

indicate whether or not the subject met the criteria by selecting either “Yes,” “No,” “Not Done,” or “N/A” from the

options provided.

INCLUSION CRITERIA

Meets Criteria
Yes Nao Mot
Done NfA
Yes Mo Mot
Done A
Yes Nao Not
Done NSA

EXCLUSION CRITERIA

Meets Criteria

Neg Bl Rlnt

Definition

Must be 18-85 years of age, inclusive.

Must be male or non-pregnant female. Females of childbearing potential (FOCP) must use contraception.

Must have 12-lead ECGs defined by the following parameters:
QT/QTCF interval < 450 msec for males and < 470 msec for females
Resting heart rate is between 40 and 100 beats per minute
P-R interval < 200 msec
QRS interval =110 msec.

Definition

In the opinion of the investigator, the subject is significantly underweight [e.g., Body Mass Index (BMI) < 18.5]

On Study Registration Information
On Study Registration Information contains elements related to the subject’s current on study status. This is also the

area where you can add the subject to a Study Plan Arm. The fields shown in the screenshot below may or may not be

the same fields you have in your system, depending on your system settings.

This page lists the current information related to the subject and is meant to be updated as information related to the

subject on study changes. When you first add a subject to the study, you would update this page to reflect the current

Subject Status, enter the Enrolling Physician, Enrolling CRC, Following CRC and supply any necessary dates (Registration
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Date, Treatment Start and Projected Treatment Completion, for example). Then, later, when the subject has completed

or is off the study, this page would be updated again to reflect that information. The data captured here will be used in
certain Subject related reports.

Study Number: Adults with ADHD = - -
PI: Investigator, Susan M., ph.o.  (123321123) (101-6) Subject, Jack - Study Registration [«]Back
A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration,
Study Status: IRE N ber : - — : " - - - - ! A s g
e _ amber GH-14-031 SR Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)
IRB Expiration Date: 05/25/2015
| Save Changes |
o~
Active E|
*Subject Status: Participant Number: 101-6 Enrolling Physician: | —none-—
z Show Status History | = LRy El
Enrolling CRC: | Coordinstor, Mary Jane, RM. [=] *Following CRC: |Coordinator, Mary Jane, R.N. [*] Registration Date: gpaon14 v
) Projected Treatment .
Treatment Start: - o pletn - Treatment Completion: ' =
Off Study Date: = Off Study Reason: | —none— =]
Bcomments:
Add a New Arm | (%] DeleteArml
Arm Name Protocol Start Date Rand i i N b Rand izati: Start Date Randomization By Last Assessment Date

Some of the fields listed on this page are as follows:

Subject Status- This is a required field. Select the Status of the Study Subject from the drop-down menu. The status of
the subject should be pre-populated from when the subject was added to the study. This status should be changed as
the subject progresses through various stages of the study.

Show Status History — The system will keep an audit of the different subject status associated to the subject. At
any time, you can click this button to display the audit for the status. A small window will open within the
browser displaying the On Study Status field, the Patient ID, and the Date the status was applied to the subject.

Subject Status History: il

3 result(s) found... 1-3 ¥
On Study Status Patient ID Date

Enrolling 16 2014-09-09 16:16:17.41

Active 16 2014-09-09 16:16:27.027

Follow-up 16 2014-09-12 15:16:23.317

Participant Number — This is the number used within the study to identify the subject. This is different from the MRN,
where the MRN is shared between studies the on which the subject is enrolled. The Participant Number is unique to
each study on which the subject is enrolled.

Enrolling Physician — You can associate a Physician to the subject here. The Enrolling Physician will display in certain
reports. This list is supplied from the current list of Physicians within System Administration —> List Configuration and
Maintenance —> Site List Setup —> Physician List.

Enrolling CRC- You can associate an Enrolling CRC to the subject here. The Enrolling CRC will display in certain reports.
This list is supplied from the current list of users on the study.

Following CRC- You can associate a Following CRC to the subject here. The Following CRC will display in certain reports
and will also receive tasks related to the subject (Visit Tasks). This list is supplied from the current list of users on the
study.
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Registration Date- You can enter the Registration Date in this field. This date will be used to pull into certain reports.

Treatment Start- You can enter the Treatment Start Date in this field. This date will be used to pull into certain reports.

Projected Treatment Completion- You can enter the Projected Treatment Completion Date in this field. This date will be
used to pull into certain reports.

Treatment Completion- You can enter the actual Treatment Completion Date in this field. This date will be used to pull
into certain reports.

Off Study Date- You can enter the Off Study Date in this field. This date will be used to pull into certain reports.

Off Study Reason- When indicating the subject is off study, you can choose an Off Study Reason from this drop down
list. This list is a configurable list within System Administration —> List Configuration and Maintenance —> Site List Setup
—> Off Study Reasons.

Comments- Comments related to the registration information can be added by clicking on this link.

When you are finished entering the necessary information on this page, be sure to click the Save Changes button. When
you save the page without adding an arm to the subject, the system will provide a reminder message that the subject
has not been enrolled on an arm.

- Message from webpage x
Ng " one—
an:
[tory . . .
! This is a reminder that no arm is added.
4 % To add an arm, click the button "Add a Mew Arm”". ion —
ane, R.N. hte: 0910902014 E
= lent —
hd —_— . &
g —— | E
Y " one—
—r 1
add

Adding an arm to the subject is not required, so it is not necessary to complete the steps below until you are ready to
start the Study Plan Arm for the subject.

Add New Arm
Below the current registration information for the subject is the Study Plan Arm table. If the subject is currently
associated to an arm, a record will populate in the table. To add the subject to an arm, click the Add a New Arm button.

Off Study Date: STV _none— -
v " Reason:
Cumments:
Add a New Arm
Arm Name Protocol Start Date Randomization Number FErTTT T SE Randomization By = e

Date Date

There are no arms associated with this patient.

A new page will open. Select a study plan from the drop down list. Only one study plan template will ever be available
here, as only one template can be published and available at a time. Study Plans are created and published within Study
Management. See the Subject Management —> Study Plans and Timelines Manuals for more information. The template
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used in this example is titled “Template 7”. Once the template is selected from the dropdown list, the Arm(s) associated

to the Study Plan will populate on the page. Select the arm(s) to associate to the subject then click the Save Selected
Arms button.

Study Number: NRP104.203

pLr " Investiaator, Susan M. ph.o.  (4367765432) (101-9) Subject, Jack - Arm Selection [1|Back
QSBVE Selected Arms
Select the study -
template: Template 7
Select the arm(s) you N 1
want to enroll this arm
patient in: Placeho

You will be returned to the Study Registration page and a record for each arm you added the subject to will populate on
the page. In order to drive the Timeline associated to the Study Plan Arm, you will need to supply a Protocol Start Date.
When you enter a date, the option “Clear Schedules?” will populate. This is only applicable if you are changing an
already set Protocol Start Date and visits associated to the study plan have been scheduled within Protocol Tracking.
Choose this option if you would like to unscheduled visits that have been scheduled according to the previous Protocol
Start Date.

The Randomization information is not required and may not display on this page, depending on your system
configuration. The last column in the table, Last Assessment Date, will populate with a date once the subject has
completed a visit within Protocol Tracking and Project Management.

Add a Hew Arm o Delete Arm

Randomization Start
Date

Last Assessment

Arm Name Protocol Start Date Randomization Number Date

Randomization By

Template 7 -- Arm | 091272014 =+

1 ,. —nong— -

Clear schedules?

You may delete the arm from this page by selecting the checkbox next to the arm and clicking on the Delete Arm button.

Any Arms that have completed visits associated cannot be deleted from this page. If a visit has been completed for the
arm, the delete option will not be available, the Protocol Start Date will lock down, (Randomization information can be
changed at any time) and the Last Assessment Date will populate with the date of the last completed visit.

Add a New Arm e Delete Arm

Randomization Start
Date

Last Assessment

Arm Name Protocol Start Date Randomization Number Date

Randomization By

Template 7 -- Arm 1| 09/11/2014 , —none— * | 09/12/2014

Subject on Study

The Subject on Study area contains links to various study-related screens for the subject. From here, you can view the
visits for a subject (these visits are populated based on the Study Plan Arms assigned in On Study Registration, as
discussed above), schedule and complete visits, submit Adverse Event forms to the review board, access study
documents and record the consent information. The information in this area is specific to the subject on this study only,
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meaning if the subject is enrolled on another study, only information related to the study being accessed will be

viewable within these screens.

oY er. b 1 2ho.  (4567765432) (101-9) Subject, Jack - Subject Management (4]Back

. IRE Number : GH-14-016 R Phase III, Randomized, DDu_bIE-_BIind, Multi-Center_, Flacebo-Controlled,
Study Status n ameer ParaIIEI-Grnup, Forced Dose Titration, Safety and Efficacy Study of

IRB Expiration Date:| 03/03/2013

. 4 B )

'ﬁ Subject general % f‘:gh_;ls‘::;:::ld\f h Subject on study - NRP104.303

- Subject ) ® Insurance - Study screening o Protocol Tracking and - .

Demographics ] Project Management Appointments

On study

- Physicians - Correspondence - registration (] Study Documents - Calendar
information -~ -

® social history ® pedical History Adverse events Study drugs

® 1nformed consent
® pMedication - Allergies

Protocol Tracking and Project Management

Protocol Tracking and Project Management contains the management of the Study Plan Arm visits. Once a subject is
enrolled on an arm, the visits that are associated to that arm will populate in this area. The page is broken up into three
parts: Incomplete Visits, Complete Visits, and Pending Tasks. All visits come over as Incomplete and from this area can
be scheduled, completed or cancelled. Once a visit is completed, it will move from the Incomplete Visits tab and move
to the Completed Visits tab. The Pending Tasks tab will populate with visits that have any incomplete items within the
visit but the visit has been marked as complete. More on this will be discussed below.

Sy e REIes0s o (32321212) (101-6) Subject, Micky - Protocol Tracking (4]Back

. IRE Number : GH-14-016 . A Phase III, Randomized, Dou_ble-lBIind, Multi-Center_, Flacebo-Controlled, =
n mner Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of i

IRE Expiration Date: | 03/03/2015

My Print Summary

Incomplete Visits || Completed Visits ||  Pending Tasks
Filter by arm: Template & — Arm 1 -
5 result(s) found... 1-5

T Add a New Visit

| | Sub | Completion I Schedule Datef -
Edit Task Req. Window Target Date Sched Appt. Duration
09/15/2014
Visit 1 No ggﬁgggii - | 09/15/2014 03:00:00 PM /
- ) 60 Minutes
09/22/2014 E
Visit 2 No gggi’ggii - | pg/22/2014 03:00:00 PM /
- 60 Minutes
. 09/27/2014 -
|| | visit 3 Mo 10/01/2014 | 09/29/2014

Within all three tabs the following information is available, unless otherwise noted. At the top of the page is a filter
dropdown list, allowing you to switch the view of visits to a different arm. Other arm options are only available in this
drop down list if the subject is actively enrolled on more than one arm through On Study Registration Information.
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Visits that are not included in the Study Plan Arm can be added to the Incomplete Visits tab as needed. To add a visit,

click the Add a New Visit button. This is described in more detail below.

Each visit is listed in the corresponding tab, depending on the visit status and in order based on the Study Plan they are
associated to. The columns on this page are described below.

Columns in Incomplete Visits tab:
Edit — To complete a visit, click the icon in this column. More is discussed about completion of visits below.

Folder — Clicking on this folder will expand a list of Procedures and Case Report Forms associated to the visit.
Task — This column displays the name of the visit.
Sub Req. — Will display if a submission of a Case Report Form is required in order for this visit to be flagged as Complete.

Completion Window — The dates that populate in this column are based on the Protocol Start Date supplied in On Study
Registration Information and the information created in Study Plan Timeline. This window sets the time plus or minus
for scheduling a visit.

Target Date — This date populates based on the Protocol Start Date supplied in On Study Registration Information and
the information created in Study Plan Timeline.

Sched — Click this icon to schedule the visit for the subject. This column will only appear if the Study Plan Timeline
indicates that scheduling will be used for this visit.

Schedule Date / Appt. Duration — Once a visit has been scheduled, the date scheduled and amount of time for the visit
will populate in this column.

Columns in Completed Visits tab and Pending Tasks tab
Edit — To modify a visit or to mark a pending task as complete, click the icon in this column. More is discussed about
completion of visits below.

Folder — Clicking on this folder will expand a list of Procedures and Case Report Forms associated to the visit.
Task — This column displays the name of the visit.
Sub Req. — Will display if a submission of a Case Report Form is required in order for this visit to be flagged as Complete.

Task Status/ Modified By — This column displays in the Completed Visits and Pending Tasks tab and will display the
status of the overall visit and which user last modified the visit details.

Assessment Date — This column displays the Assessment Date provided at the time of visit completion. This may or may
not contain a date, depending on the Task Status. If a visit was flagged as “Not Done,” “No Show,” or “Canceled” an
Assessment Date is typically not assigned.

Submission Date — If the visit had been flagged in Study Plan Timeline as a Submission Required (see the Sub Req.
column), this column would populate with the date the Case Report Form was flagged as submitted. This is a date input
field given within Visit Details.

Target Date — This date populates based on the Protocol Start Date supplied in On Study Registration Information and
the information created in Study Plan Timeline.
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Completion Window — The dates that populate in this column are based on the Protocol Start Date supplied in On Study

Registration Information and the information created in Study Plan Timeline. This window sets the time plus or minus
for scheduling a visit.

Scheduling Visits

You can schedule a visit within Protocol Tracking and Project Management. Within the Incomplete Visits tab is a Sched
column that contains a calendar icon. You can click this icon to open the visit schedule page. Visits can also be scheduled
through the Appointments link within Subject on Study.

Sy by R4S o (32321212) (101-6) Subject, Micky - Schedule Appointment ({|Back
Q Save Changes ﬁ\ﬁew Availability |
Study Number: NEP104.303 Cummenl‘_r.:
Task: Visit 3

Visit Type: Clinic Visit

Target Date: 05/29/2014

m

Completion Window: 03/27/2014 - 10/01/2014
Scheduled Date: v
Scheduled Time: 08 ~ ; 00 ¥ @ amM () pM Duration: 80 Minutes

Personnel: Appointment Personnel:

Administrator
Coordinator, Mary Jane
Investigator, Patrick
Investigator, Susan M.
Staff, Stacy

A

=

When you click the icon in the Sched column, a Schedule Appointment page will open. This page will list the visit details:
Study Number, Task (Visit Name), Visit Type, Target Date and Completion Window.

On this page, you can select a date in the Scheduled Date field and adjust the Scheduled Time by selecting the time in
hours/minutes, AM or PM and then set the Duration. You can also add comments by clicking on the Comments link.

You may also associate study personnel to the visit using the Personnel and Appointment Personnel areas. Within the
Personnel table are all personnel on the study. You can click on the personnel who should be associated to the
appointment, then click the Right Arrow to add them to the Appointment Personnel table. If you added a user by
mistake, click their name in the Appointment Personnel table and click the Left Arrow to return them to the Personnel
table.

Personnel: Appointment Personnel:

Administrator Coordinator, Mary Jane
Investigator, Patrick
Investigator, Susan M..
Staff, Stacy

User, Aaron COL

i)
v
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If the user being added to the appointment already has scheduled appointments on the same day, the system will

provide a Scheduling Conflict appointment, similar to the screenshot below. This will provide the user and the other
appointment times and lengths for the day you are attempting to schedule this visit for. At this point you can click the
Cancel button to discontinue adding the user to the appointment or to proceed, click the OK button.

IUF. JUS TOTITITTE TS
Scheduling Conflict *®

There is a scheduling conflict at the selected time.
The currently selected personnel scheduled time(s) are below.

-Coordinator, Mary Jane

at 08:00 for 50 minutes
at 02:00 for 50 minutes

Cancel

Below the appointment area, you may associate department resources to the visit using the Resources and
Appointment Resources areas. Within the Resources table is a list of all available resources within the subject
department on the study. You can click on the resource needed at the appointment then click the Right Arrow to add it
to the Appointment Resources table. If you added a resource by mistake, click the name in the Appointment Resources
table and click the Left Arrow to return it to the Resources table.

Resources: Appointment Resources:

Bronchial Tube Medical Laser
Gas Machine

Gastrointestinal Medical Diagnostic X Ray Machine
Ultrasound Scanner

&)
¥

Before saving the scheduled visit, you can check the availability of the personnel you associated to the visit by clicking on
the View Availability button at the top of the page.

Doing this opens a page that lists all the Appointment Personnel and Appointment Resources and displays any blocks of
time any of the personnel or resources are unavailable that day. The screenshot below displays three users added to the
Appointment Personnel table and one resource added to the Appointment Resources table. The visit scheduled date is
9/30/2014 at 8:00 AM. That information is displayed at the top of the page, but can be changed by selecting a new date
from the Date field or a new time from the time fields.

The page displays blocks of time for the selected date, in 15-minute increments. A Time Selector appears on the page
that highlights blocks of time based on the Duration set for this visit. The visit in this example is set for 60 minutes, so
the Time Selector covers one hour of time. The Time Selector also incorporates all the personnel and resources because
all four of these must be available at the same block of time in order to schedule the visit. You can drag the Time
Selector to different blocks of time until a free block is located (or you can adjust the time at the top of the page and the
Time Selector will adjust appropriately after clicking the Go button).

Some areas within the blocks of time will be shaded green, red, or will contain an asterisk. A green highlight in a block of
time means specifically that that user is available at that time. A red highlight means that a user has specifically set that
time as unavailable. Any blocks of time with an asterisk means that the user is associated to a different scheduled visit
within that block. Using these three indicators, you can select the best time to schedule the appointment. You may
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schedule a visit in any of the time blocks, even if a user is associated to another visit or has flagged a block of time as

unavailable.

A user becomes “Unavailable” with the red highlight by creating a Personnel Appointment within Study Assistant — >
Department Schedule —> Personnel Scheduling. See the My Appointments / Department Schedule Manual for more
information.

Once you select a time that works for all personnel and resources, click the Save Selected Time button.

Study Number: NRFP104.3203 _ = _ -
PI:  Investigstor, Suszn M., ph.o.  (4967765432) (101-9) Subject, Jack - Schedule Appointment (4]Back
QSaveSelected Tlmel
Priority by: Selected personnels ¥ oia. 09/30/2014 v| 08 ~ . 00 ~ @ aM O)PM Duration: 60 Minutes Gﬂl
Time Administra... Coordinato... Staff, Stacy _
08:00] 08:00-08:15 i o
08:15-08:30 i
08:30-08:45 i
08:45-09:00 i

WEHWY Time selector
9:00 - 10:00

m

10:00010:00-10:15
10:15-10:30
10:30-10:45
10:45-11:00
11:00011:00-11:15
11:15-11:30
11:30-11:45
11:45-12:00
12:00012:00-12:15
12:15-12:30
12:30-12:45
12:45-13:00
13:00013:00-13:15

You will return to the Schedule Appointment page and any update in the time to schedule the visit will be updated in the
Scheduled Time area. Click the Save Changes button to save and schedule this visit.

B o e 0 5. (4567765432) (101-9) Subject, Jack - Schedule Appointment [{Back

Q Save Changes | ﬁ View Availability |

.

Study Number: NRP104.303 Cummenl‘_r-:
Task: Visit 2
Visit Type: Clinic Visit

Target Date: 09/30/2014

m

Completion Window: 09/28/2014 - 10/02/2014

Scheduled Date: 0g9/30/2014

Scheduled Time: 03 +* ;. 00 * @ aM () pM Duration: 60 Minutes

When the visit has been scheduled, the date, time and duration will populate in the Schedule Date / Appt Duration
column in the Incomplete Visits tab. This information will also be viewable in the Appointments calendar, within a
selected personnel’s My Calendar in Study Assistant and in the subject’s Department Calendar in Study Assistant —>
Department Schedule.
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Incomplete Visits || Completed Visits || Pending Tasks
Filter by arm: Template & — Arm 1 -
4 result(s) found... 1-4
Add a New Visit Extend Template Visits
| | Sub | Completion | I Schedule Date/f
Edit Task Req. Window Target Date Sched Appt. Duration
09/30/2014
Visit 2 No ?g;ggﬁgii - | 09/30/2014 09:00:00 AM /
- ' 60 Minutes
o 10/05/2014 - .
\ Visit 3 Mo 10/09/2014 | 10/07/2014
Visit 4 No 10/12/2014 - | |00 4 og1a
Completing a Visit

When a subject has completed a visit, you can navigate to the Incomplete Visits tab and status the visit and its related
procedures as complete. Select the icon in the Edit column to open the Visit Details page.

At the top of the page are several buttons for different functionality. You can request a stipend, schedule the visit, print
the page or save the page using the buttons. For more information on scheduling the visit, see the Scheduling a Visit
section of this manual. You can open a PDF view of this page by clicking on the Print Worksheet button. You will be

provided the option of including or excluding the subject name from the PDF.

By o, tuean i thp.  (4567765432) (101-9) Subject, Jack - Visit Details [4]Back
T Add Stipend Request Schedule Visit | My Print Worksheet Q Save Changes
Visit Name: Visit 2 Status: Incomplete *
Visit Type: Clinic Visit hd
Description: Assessment Date: v
Target Date: 05/30/2014 Bcomments:
Completion Window: 05/258/2014 - 10/02/2014
Arm: Arm 1
Description| Open Form Procedure Canceled Complete Incomplete No Show Not Done | .
Hey JE ey i JE

(Category not specified)
@ Check-in E E e

(Category not specified)

m

|E| Angiogram Of Heart {(Coronary Angiogram) )

|E| Blood Draw @

E CAT Scan @

|E| Fundoplication @

|E| GFR/Global Family Rating )
Outpatient Procedure

|H_E| l,@ Acupuncture o

Stipend Requests

This option is only available within the Visit if the system property “system.use_stipend_request” is set to “Yes.” The
property is located in System Administration —> System Configuration —> Subject Protocol Tracking. Stipend Requests are
also only applicable if your system is using Subject Management with Financial Tracking.

Allowing users to request stipends at the time of visit completion will allow a record to be transferred to the Finance
Assistant, flagging the request from the study. Once the record is received by Finance, they will either approve or reject
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the request which in turn will update the study’s General Ledger. More information related to the General Ledger is

available in the Finance Assistant Manual.

Clicking on the Add Stipend Request will open a page similar to the screenshot below. Choose the Stipend Type from
the drop down list. This is a configurable list within System Administration — >List Configuration and Maintenance —> Site
List Setup — >Stipend Type. If the Stipend Type you are requesting is not in this list, you can enter the information in the
Other Stipend Type field. Then enter an amount in the Stipend Amount field and if necessary add Comments. Click Save
Stipend when you are finished and the request will be sent to the Finance Assistant.

Y e o i 55, (989794) (101-7) Subject, Donna - Stipend Request ({IBack

Q Save Stipend

Stipend Reguest

Stipend Type: -—-none— -

Other Stipend Type: |3Gift Card
Reinbursement Check
Stipend Amount: |Visit Stipend

Comments:

Back within Visit Details, the Add Stipend Request button is replaced by an Edit Stipend Request button and a Delete
Stipend Request button. You can modify your request by clicking the Edit Stipend Request button and you can withdraw
your request by clicking the Delete Stipend Request button.

Study Number:  NRP104.303 q S .
o e or. o i1 2ho.  (989794) (101-7) Subject, Donna - Visit Details [4]Back
Edit Stipend Request 0 Delete Stipend Request 5c||edule Visit | My Print Worksheet Q Save Changes
.
Visit Name: Visit 1 Status: Complete
Visit Type: —none— bl
Description: Assessment Date: (9/16/2014 [Fw
Target Date: 09/22/2014 Bicomments:

Fad Logs BT | O0/20/2504 A nof23/204 A4

The Visit Name, Visit Type, Description, Target Date, Completion Window and Arm fields all populate from Construct
Study Plan and Study Plan Timeline. Status, Assessment Date and Comments are all fields you can use when completing
the visit.

Below the visit details, a list will populate of all the procedures and case report forms that need to be completed for this
visit. This information comes from Construct Study Plan.
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Description| Open Form Procedure Canceled Complete Incomplete No Show Not Done
i i i & i

(Category not specified)

@ Check-in o
Dutpatient Procedure

@ Acupuncture @

Wwmniotic Fluid (Amniocentesis) @
Blood Work

NC- Absolute Neutrophil Count @
(Category not specified)

- Case Report Form

There are three types of items that can be included in this list. They are associated to a category icon.
= - clinical Procedure

% - Administrative Task

- Case Report Form

The other columns in this table are as follows:

Description — If a description has been provided for the procedure, an icon will populate in this column. Clicking on the
icon will open the Description in a small window. Click the Close button to close the window.

Visit Name: Visit 2

Procedure Description
As:
1 Take subjects witals.
Completi
Descripti Ca
(Category nof
@ Close |

(Category not specified)

Open Form — The column will populate with an icon next to a Case Report Form, but only if the Case Report Form is
associated to a system form. This is only available with the CRF addition to your system.

Procedure — This column will display the name of the Procedure, Task or Case Report Form

Status Selections — When completing a visit, you must status the procedures individually by selecting the appropriate
status. Each is described below.

Canceled - If a procedure is cancelled, it can be set in the “Canceled” status.

Complete — This status indicates the procedure was completed. Any budget information related to this
procedure will be accounted for when a procedure is marked as “Complete.”

Incomplete — All procedures default to “Incomplete.”

No Show — This status indicates the subject did not show for the visit and/or selected procedure.
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Not Done — This status is used to indicate that a certain procedure was not done during the visit. This is used for

optional procedures that may or may not be completed during a visit.

Below the associated procedures is a table where you can indicate the personnel involved with the visit. Select the
checkbox next to the names of the personnel present at the visit.

Personnel Involved :

Administrator

Coordinator, Mary Jane, R.N.
Investigator, Susan M., Ph.D.
Investigator, Patrick, Ph.D
Staff, Stacy

Staff, Tim

When a visit is completed, select the appropriate Status from the dropdown list. The options available here are the
same statuses that can be applied to each individual procedure on the visit. Completing a visit is different than
completing a procedure on the visit — both visit and visit procedures must have a status. A visit can be completed, with
four of the five procedures on the visit marked “Complete” and one “Not Done” because that procedure was
unnecessary. In certain cases, a visit may be completed, but a procedure listed on the visit needed to be scheduled to a
different time, so it would be left as “Incomplete.” Each case is listed below.

Visit Complete / Tasks Complete

When a visit is complete and all associated tasks are completed, select the “Complete” option from the Status drop
down list and flag all procedures listed on the page as “Completed.” You will also need to supply the actual Assessment
Date, this is the date the visit actually took place and could be different from the Target Date and Scheduled Date.

Visit Name: Visit 1 Status: Complete
Visit Type: -—-none— -
Description: Assessment Date: (9/16/2014 v

Target Date: 09/22/2014 Eumments:
Completion Window: 0%/20/2014 - 09/23/2014
Arm: Placebo
Description | Open Form Procedure Canceled Complete Incomplete No Show Not Done
i & i i i
(Category not specified)

Call Coordinating Center @
(Category not specified)

ngiogram Of Heart (Coronary Angiogram) (-]
Fundoplication o
GFR/Global Family Rating o

Visit Complete / Tasks Left Undone, to be finished later

When a visit is complete but some of the tasks associated were not completed during the visit and need to be
completed later, select the “Complete” option from the Status drop down list and flag all complete procedures listed on
the page as “Completed.” Then, mark the incomplete tasks as “Incomplete.” You will also need to supply the actual
Assessment Date, this is the date the visit actually took place and could be different from the Target Date and Scheduled
Date.
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Visit Name: Visit 2 Status: Complete -

Visit Type: Initial Vist hd
Description: Assessment Date: (9162014 ,,
Target Date: 09/25/2014 Cumments:

Completion Window: 059/27/2014 - 09/30/2014
Arm: Flacebo

Description| Open Form Procedure Canceled Complete | Incomplete No Show Not Done
HE] HE] HE HE Hy
(Category not specified)
lAngiogram Of Heart (Coranary Angiogram) 2
|E| Fundeplication [}
@ GFR/Global Family Rating @

When you save a visit that is complete, but with incomplete tasks, a record will populate in the Pending Tasks tab. This
record will remain here until the remaining procedures on this visit are flagged with a completed status.

Y e or S 2o, (989794) (101-7) Subject, Donna - Protocol Tracking {IBack

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, =
: IRE Number : GH-14-016 : ' ' P ' ’ '
Study Status: E mmer Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of =

IRE Expiration Date:|03/03/2015

My Print Summary

Incomplete Visits || Completed Visits || Pending Tasks
Filter by arm: Template 8 — Placebo -
| . | | Assessment  Submission | | Schedule Dataf
Edit Task Task Status Date Date Target Date Appt. Duration
¥ Visit 2 Complete 09/16/2014 09/29/2014

Visit Complete / Tasks Cancelled or Not Done

When a visit is complete but some of the tasks associated were cancelled, select the “Complete” option from the Status
drop down list and flag all complete procedures listed on the page as “Completed.” Then, mark the cancelled items as
“Cancelled.” You will also need to supply the actual Assessment Date. This is the date the visit actually took place and
could be different from the Target Date and Scheduled Date. You can set the task to either “Canceled” or “Not Done.”
“Not Done” indicates that the task was optional or not done during the visit. “Canceled” indicates that the task was
supposed to be completed, but was canceled for various reasons.

Visit Name: Visit 3 Status: Complete -

Visit Type: Initial Vist -
Description: Assessment Date: 0916/2014 v
Target Date: 10/06/2014 Blcomments:

Completion Window: 10/04/2014 - 10/07/2014
Arm: Placebo

Description | Open Form Procedure Canceled Complete | Incomplete No Show Mot Done
i i i i i
(Category not specified)
lAngiogram OFf Heart {Coronary Angiogram) a
|E| Fundoplication )
|E| GFR/Global Family Rating @

When a visit is completed but some of the tasks are not flagged as “Complete,” those items will not be accounted for in
the budgeted items.

© iMedRIS Data Corporation 50




Subject Management iRIS 10.02
Visit Canceled / Tasks Canceled
If a visit is cancelled, and none of the tasks were completed, select the “Canceled” Status from the drop down list and

flag the tasks as “Canceled.” There is no need to set an Assessment Date for a visit that was never completed.

Visit Name: Visit 5 Status: Canceled

Visit Type: Clinic Visit b
Descriptions Assessment Date: ,
Target Date: 11/17/2014 Cumments:
Completion Window: 11/15/2014 - 11/18/2014

Arm: Flacebo

Description | Open Form Procedure Cancelad Complete | Incomplete No Show Not Done
iy He il e ey
(Category not specified)
Wngiogram Of Heart (Coronary Angiogram) )
E‘ Fundoplication ]
E‘ GFR/Global Family Rating =}

Subject No Show

If a subject did not come to the visit, and none of the tasks were completed, select the “No Show” Status from the drop
down list and flag the tasks as “No Show.” There is no need to set an Assessment Date for a visit that was never
completed.

Visit Name: Visit 5 Status: No Show

Visit Type: Clinic Visit -
Assass t Date:
Description: rnent Date v
Target Date: 11/17/2014 Eqmments:
Completion Window: 11/15/2014 - 11/18/2014

Arm: Placebo

Description Open Form Procedura Canceled Complete Incomplete No Show Not Done
i ey ey il ey
(Category not specified)
ngiogram Of Heart (Coronary Angiogram) @
E‘ Fundoplication @
E‘ GFR/Global Family Rating @

After selecting the appropriate Status, entering the Assessment Date and Comments, if applicable and setting the
appropriate task Status for each task listed within the visit, click the Save Changes button.

Transfer to a New Study Plan

If there is a new Study Plan published within Construct Study Plan, a message will display within the tabs alerting you
that the plan is published and you may choose to transfer the subject from the current Study Plan Arm to the new
published Study Plan Arm.

To transfer to the new arm, click the message.
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oY e or. tuea i oho.  (4567765432) (101-9) Subject, Jack - Protocol Tracking (4]Back

n IRE Number : GH-14-016 A Phase 111, Randomized, Double-Blind, Multi-Center, Flacebo-Controlled, =

Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of 52
IRB Expiration Date:|03/03/2015

My Print Summary

Incomplete Visits Completed Visits Pending Tasks |

. ) A new template plan version has been published for this study.
Filter by arm: Template 7 — Arm 1 Click here to transfer this subject to the new version.

4 result{s) found...

1-4

wy Add a New Visit

| | Sub | Completion | I I Schedule Datef
Edit Task Req. Window Target Date Sched Appt. Duration
. 09/24/2014 -
K| | | visit 2 Mo 05/28/2014  09/26/2014
Y - 10/01/2014 -
|| visit 3 Mo 10/05/2014 | 10/03/2014
) Dt A Il lDIDB’(2014 - A0/4 02044 'ﬁ'

A new page will open. From this screen, the old arm information will display on the left side of the page and the new
arm information displays on the right.

Choosing to transfer subjects to the new arm using this method allows you to maintain previously completed visits
without disturbing the Study Plan Timeline already put in place for this subject.

Study Number: NRFP104.303

By e o e 2o, (4567765432) (101-9) Subject, Jack - Plan Template Transfer (4]Back
J Screen Instructions Q Perform Subject Transfer |
Red: Complete/Closed
Yellow: Cancel
Green: Active/In Process
4
Current Arm Enrollments Available Transfer Arms 3
Al : Templste T - Am 1 -
rm Protocol Start: Vl Arm: Tempistz & - Arm 1 hd
Please select the visits to cancel for this arm: - T
Please select the starting visit for the transfer arm:
Ty -
3 Action Task State Target Action Task
.- Visit 1 Complete  09/19/2014 | @ n Visit 1
n- Visit 2 Incomplete 09/26/2014 E Visit 2 B
n- Visit 3 Incomplete | 10/03/2014 E Visit 3
n- Visit 4 Incomplete | 10/10/2014 E Visit 4
n- Visit 5 Incomplete | 10/17/2014 E Visit 5

Steps for transferring a subject to a new arm:

1. On the left of the screen in Current Arm Enrollments, using the arm drop down box of the current subject
enrollments, select the arm you would like to transfer the subject from. This dropdown list only populates with
arms on which the subject is currently enrolled.

2.

On the right of the screen in Available Transfer Arms, using the arm drop down box of the available transfer

arms, select the arm you to which you would like the subject to be transferred.
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3. Next to the transfer arm drop down box, enter the protocol start date for the subject in this new arm.
4. In Current Arm Enrollments, select the checkbox next to the visit records you would like the system to

iRIS 10.02

automatically cancel. You can use the icon in the column header if selecting all visits to be canceled. As the

records are selected, the background color of the visit record becomes yellow to clearly show the records

selected. The Action column also displays the corresponding action the system will perform on that record.

Records that are not checked will remain active in the current arm enrollment. And any visit that has already

been completed cannot be included in the cancel. These types of visits will be in the “Complete” State, the

Action displays red, and you cannot select this record.

Current Arm Enrollments

Arm: Template T — Arm 1

£3

Please select the visits to cancel for this arm:

i Action Task

H Visit 2
H Visit 3
H Visit 4
ﬂ Visit 5

State

Complete

Incomplete
Incomplete
Incomplete

Incomplete

Target

09/19/2014

09/26/2014

10/03/2014

10/10/2014

10/17/2014

5. In Available Transfer Arms, select the radio button next to the visit you would like the subject to begin on the
new arm. When selected, the system modifies the background color of all visit records from the selection

forward, displaying green, meaning the selected visit and the visits moving forward will be placed in the

Incomplete Visits tab.

Protocol Stark:

Available Transfer Arms

Action Task

Visit 1

Visit 2

v| Arm: Templsts & — Arm 1

Please select the starting visit for the transfer arm:

6. After all selections have been made, click on the Perform Subject Transfer button to complete the process.

In the example used here, there are five visits associated to the old arm. Visit 1 has already been completed for the

subject, therefore cannot be included in the transfer. The remaining four visits are chosen for cancellation. There are

also five visits associated to the new arm. Visit 2 has been selected as the visit to begin the transfer, so the following

three visits (Visits 3-5) are highlighted green along with Visit 2. Visit 1 displays yellow, meaning it will not be placed in

the Incomplete Visits tab.

It is important that you provide a Protocol Start date when transferring the subject to a new arm so that the new Study

Plan Timeline also carries forward.
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Once the transfer is complete, you will be returned to the Incomplete Visits tab. The new arm and the visits chosen to

include in the transfer will be displayed on this page. The Completion Window and Target Date will base off of the new

Protocol Start Date provided.

| Incomplete Visits || Completed Visits ||  Pending Tasks |
l:ilter by arm: Template 3 —Arm 1 - I
4 result{s) found... 1-4

wy Add a New Visit | w Extend Template Visits

Edit Task Sub | Complebion | L, 5ote | Sched EEiziT o Ty

Req. Window Appt. Duration
. 09/28/2014 -
\ visit 2 Mo 10/02/2014 | 09/30/2014
visit 3 no  10/05/2014 - 14 0/07/2014

If you navigate to the Completed Visits tab, you can flip to the previous arm by selecting it from the Filter by Arm
dropdown list. The visits associated to this arm display. Any visits that had been completed prior to the transfer will
continue to display their completion information (see Visit 1 in the screenshot below) and visits that were chosen for
cancellation through the transfer will display as “Cancelled” (see Visit 2 in the screenshot below). The subject will not

continue on the new arm.

Incomplete Visits || Completed Visits || Pending Tasks

Filter by arm: Template 7 —Arm 1 - I

5 result(s) found... 1

| | Sub | Task Status [ | Assessment | Submission | I Completion
E% = Req. Modified By Date Date pesocEizate Window
Complete /
Visit 1 No  Coordinater, Mary  09/15/2014 0g/19/2014 | 09/17/2014
1| - 09/21/2014
Jane, R.N.
Canceled /
Visit 2 No  Coordinator, Mary 09/26/2014 ggggﬁgti
- Jane, R.N.
Canceled /

-5

m

© iMedRIS Data Corporation

54




Subject Management iRIS 10.02
Adding a Visit

In certain cases, you may need to add a visit that is outside of the Study Plan. Within the Incomplete Visits tab is an Add
a New Visit button. When you click this button, an Add Visit page will open. This page contains the same details
available when completing a visit; however, the fields are all editable allowing you to create the elements of the visit.

Study Number: NRF104.3203 _ o _ o= (a1
pIr " Investiaator, susan u. pho.  (4567765432) (101-9) Subject, Jack - Add Visit [1]Back
My Print Worksheet Q Save Changes
*Wisit Name: Visit Duration: —nong— ¥
T t Dats Deviation Wind ohene T Minus
arget Date: v leviation Window: none— Plus
Arm: Template 7 — Arm 1 - Schedulable:
Description:
Visit Type: —none— b il
Visit Status: Incomplete - Assessment Date: v
Cumments:
Insert Before: —none— -
E‘Add Case Report Forms I d Clinical Tasks I E Add Administrative Tasks I 0 Delete Tasks |
Procedure Canceled Complete Incomplete No Show Not Done
i i i i i

Visit Name — This is the only required field on the page. This is the name that will populate in the Task column within
Incomplete Visits.

Target Date — If applicable, enter the target completion date for this visit.

Arm - You can associate this visit to a Study Plan arm by selecting from the drop down list. You cannot add a visit
without an arm association.

Visit Type — Select the Visit Type from the drop down. This list is defined in System Administration —> List Configuration
and Maintenance —> Site List Setup — >Visit Type.

Visit Status — Initially, a visit you create will be in the “Incomplete” status, but if you are adding a visit and completing it
at the same time, you may change this option to reflect the current visit status.

Comments — Add any comments related to the visit by selecting this link.

Visit Duration — You can enter the length of time for this visit.

Deviation Window — Add the amount of time, plus or minus, to deviate from the Target Date.
Schedulable - If you would like to have the ability to schedule this visit, click this option.
Description — Add a visit description, if applicable.

Assessment Date — If you are completing the visit at the time you are creating the visit, enter the actual completion date
here.
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Insert Before — This drop down list will contain any other visit listed in the Incomplete Visits tab. Select the visit from this

list to indicate where you want the visit you are creating to be placed. If this visit should be listed last, leave this option

empty.

Below the visit details will populate a list of all the procedures and case report forms that need to be completed for this
visit. When you initially add a visit, no procedures will be listed in this table.

There are three types of items that can be added to the visit. They are associated to a category icon. Select the
appropriate button at the top of the Procedures table to add each procedure.

E‘ - Clinical Procedure — When you choose to add a Clinical Procedure, a list of all Clinical Procedures associated in the
selected Study Plan will be selectable. Choose the appropriate Procedures, then click the Save Selected Task(s) button.

Master List Of Clinical Tasks [1{]Back

E Save Selected Task(s)

Filter By: CPT Code

Procedure Name | |

Search from Master Search from Template

Category Name

@ All
B result{s) found... 1-8
iB( CPT Code Procedure Name Category
Amniotic Fluid (Amniocentesis) Outpatient Procedure
ANC- Absolute Neutrophil Count Blood Work

Angiogram Of Heart (Coronary Angiogram)

ol ad

— Administrative Task - When you choose to add an Administrative Task, a list of all Administrative Tasks associated in
the selected Study Plan become selectable. Choose the appropriate Tasks, then click the Save Selected Task(s) button.

Master List Of Administrative Tasks [4]Back
E Save Selected Task(s)
Filter By: Task Name
Search from Master | | Search from Template |
@ all
2 result(s) found... 1-2

iE’ Administrative Task Name

Call Coordinating Center

Check-in

- case Report Form —When you choose to add a Case Report Form, a list of CRFs associated in the selected Study
Plan become selectable. Choose the appropriate CRF and then click the Save Selected Task(s) button.
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Master List Of Case Report Forms [4]Back

Q Save Selected Task(s)

iB( Case Report Form Name

|:| Case Report Form

Any items added will display in the table. You can remove procedures from the list by selecting the checkbox next to the
Procedure and clicking the Delete Tasks button.

Ehdd Case Report Forms I d Clinical Tasks I E.ﬁdd Administrative Tasks I 0 Delete Tasks
Procedure Canceled Complete Incomplete No Show Not Done
e e e i i
Case Report Form
R
Amniotic Fluid {Amnioccentesis)
O | = o
Blood Draw
O e o
Check-in
[ o

The other columns in this table are described in Completing a Visit.

When you are finished defining the details of your visit, click the Save Changes button. The visit will then be listed in the
Incomplete Visits tab, unless you indicated it was completed. Only visits that have been added outside of the Study Plan
can be deleted from the list. Click the checkbox next to the visit, and then click the Delete Selected Visits button to
delete the added visit.

| Incomplete Visits || Completed Visits || Pending Tasks
Filter by arm: Template 8 — Placebo -
2 result(s) found... 1-2
oy Add a New Visit | 0 Delete Selected Visits
| | Sub | Completion | I I Schedule Datef
Edit Task Req. Window Target Date Sched Appt. Duration
.. 10/25/2014 -
Visit 4 No 10/28/2014 10/27/2014
ID ) visit & Mo 09/17/2014

Study Documents

Study Documents allow you to associate any documents and/or images to the subject record on the study. Study
Documents differ from General Documents in that any document uploaded to Study Documents is related to the subject
on the study and will not be accessible to other studies that have the same subject enrolled. General Documents are
accessible to the subject, so wherever the subject is enrolled, that study will have access to those documents. This page
is broken up into two tabs, Documents and Images. Each tab allows you to upload a document for the subject.

To add a document, verify you have the Documents tab selected and click the Add a New Document button.
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B o, boeant 3ho. (32321212) (101-6) Subject, Micky - Study Documents & Images [4|Back

. IRE Number : GH-14-016 .| 4 Phase II1, Randomized, Double-Blind, Multi-Center, Placeba-Controlled, -
E fmper Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 =

IRE Expiration Date: | 03/03/2015

My Print Friendly ywy Add aMlew Document

Documents | | Images

List of documents associated with this subject.

0 result(s) found...

Date

i®| Edit File Type Modified

Title Description

No study documents associated with this subject.

Enter the Title and Description, if applicable. Then click the Upload button.

| Documents | | Images |

Add a document associated with this subject.

*Title:

Description:

Upload Document: [ Upload ... ]

A popup window will open allowing you to Browse your computer for the document. Once you select the document,
click the Save selected file button. Click the Cancel button to return to the Documents page without uploading a
document.

Document Location:

Instruction: Uploading a document into iIRIS™ requires locating the document on the computer.
Once you have located the document click on the 'Save selected file' button. The buttons will
become dizabled. If the document is a large document the window will stay in place until the
upload operation has completed.

[id save selected file

© o |

A Microsoft Word icon will populate next to the document information when you successfully upload a document. Be
sure to click the Save Document button to complete the upload.
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Documents | | Images

Add a document associated with this subject.

Cancer site documenty
*Title:

Description:

Upload Document: [ Upload ...

Any document record added will display within the Documents tab.

B o, oo 3hp. (32321212) (101-6) Subject, Micky - Study Documents & Images (4]Back

IRE Number : GH-14-016 .| A Phase III, Randomized, Double-Blind, Multi-Center, Placebe-Controlled, -
“ e Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRF104 ~

IRBE Expiration Date:|03/03/2015

My Frint Friendly | s Add a New Document 0 Delete Selected Document(s)

Documents | | Images

List of documents associated with this subject.

1 result(s) found...

i Edit File Type "E:i:_fed Title Description
| . 09/17/2014  Cancer site document

To add an image, verify the Images tab is selected and click the Add a New Document button. You can then enter the
Title, and Description. Click the Upload button.

Documents Images |

Add an image document associated with this subject.

*Title:

Description:

Upload Picture: Upload ...

Repeat the same process for adding a document. Be sure to click the Save Document button to complete the upload.
Any images uploaded will populate in the Images tab.
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Documents || Images

List of image documents associated with this subject.
1 result(s) found...

iE’ Edit Image Date Modified Title Description

09/17/2014 Cancer site

Adverse Events

In the case that a subject has an Adverse Event that needs to be reported, you can either access the Adverse Event form
through the Submissions tab within the study, or you can navigate to the subject record and access the Adverse Event
link within Subject on Study. Creating the form through Subject on Study automatically associates the Adverse Event to
the subject and will keep a log within Adverse Events both in Subject on Study and within the Adverse Event forms for
the study within the Submissions tab.

When you initially access the page through Subject on Study, the page displays any previously created Adverse Events
for the subject. If no form has been created, the page will not list any records.

Study Number:  NRP104.303 -
Pl Investigator, Susan M. ph.o. Adverse Event Initial Form [4]Back

A Phase 111, Randomized, Double-Elind, Multi-Center, Placebo-Contrelled, Parallel-Group, Forced Dose -
: IRE Number : GH-14-016 A s il L ' - r N N e i N
RS _I: Fr TR Titration, Safety and Efficacy Studv of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder %
IRB Expiration Date:|03/03/2015

@Cow Form | Add a New Form | [@Compare Two Versions 0 Delete Selected Form(s)
6 List of records associated with form: Adverse Event Initial Form.
To view orevious versions click on the folder icon
0 result(s) found...
i Show Fi'h::_ Edit/ Form Ref Sub. Track Process Submission — T Modified B Date Modifi
2 Rev 5 View Number Number Rounds Location Submission Date real Y ate Lrea ! ¥ ate e

No records have been created.

The columns in the table will display specifics about the adverse event form.

Show Rev- If a revision has been created a folder icon will appear here. Selecting this icon provides the user with a
display of the previous versions of the specific form. (Note: you are able to compare a new version with a previous
version, by using the Compare Two Versions button at the top of the screen).

Show Follow-Up- If a follow up form has been created an icon will appear here.

Edit/View- Click on the icon in this column to access the adverse event form. From here a user can view the adverse
event form information and make any necessary changes.

Form Number — This column populates with the Adverse Event form number (the initial form created for the study will
be 1.0, and any follow up forms associated will number 1.1, 1.2, etc.).

Ref Number — Each form submission within iRIS is associated with its own unique reference number, the correlating
number displays here.
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Submission Rounds — This icon will allow the user to view a pop-up window of the submission rounds associated with

the particular submission of the form.

Track location — If a form has been submitted, this column will populate with the current status of the form. You can
click on the text to view detailed information about the steps the form has taken since it was submitted, see screen shot
below.

Process Submission — This column will populate with two buttons or will display empty, based on where the submission
is, in relation to completion or having been submitted.

Process Submission -
Submission Date Created By Date Created Modified By
S;Id Principal Investigator 12/12/2012 04:43:27 PM | Principal Investigator 12/1]

If the form has been filled out but not yet submitted into the workflow, a Send button will populate in the column,
allowing you to send the form without opening it. If the form has been submitted into the workflow but has not been
processed by the review board, a Retract button will populate in the column, allowing you to pull the form back to make
any corrections. Otherwise this column will be blank.

Process Process

Ay »

Retract Send

Submission Date — Displays the date the form was submitted into the workflow.
Created By — Displays the name of the user who created the form record.

Date Created — Displays the date and time the form record was created.
Modified By — Displays the name of the user who last modified the form record.
Date Modified - Displays the date and time the form record was last modified.
To create a new Adverse Event, click the Add a New Form button.

This opens the form as it has been defined in the Forms Designer.

You can fill out the form using the Save and Continue button at the top right of the page to navigate through the

sections.
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[4]Back

My Print Friendly | @ Refresh Constant Fields | Q Save and Continue

Study N ber: NRP104.303 -
oL Imvestimstor, Susan i, pho.  Adverse Event Initial Form

Section view of the Form | | Entire view of the Form

1.0 [y General Hospital Adverse i
. Event Report Form 1.0 General Hospital

Adverse Event Report Form
1.1 Principal Investigator:

m,

Susan M. Investigator, Ph.D.
1.2 RB #:
GH-14-016

1.3 Title of project:

A Phase 111, Randomized, Double-Blind, Multi-Center, Flacebo-Controlled, Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRF104
in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Within this form you may be asked to indicate if the Adverse Event is an initial or follow up. If this is an initial report, you
can select New Report and continue to complete the form, as seen in the image below.

If this is a follow-up report, select Follow-up Report and then click the link in the image below to associate a previous
Adverse Event form.

1.5 * Report type:

New report
@ Follow-up report
If Follow-up, select the report that this is a follow-up to:

& Click here to select the Adverse Event Initial Form we are
associating to this follow-up.

A list of previously completed Adverse Events for the study will populate in a new page. You can select the Adverse
Event to which you are sending a follow up, and then click the Save Selected Event button.

Study N ber: MRP104.303 e
PI‘:. vInl:'r:;tIEgratDr, Susan M., Ph.D. Adverse Event Inltlal Form

[4]Back

| Return back to the Form Qsave Selected Event

List of records associated with form: Adverse Ewvent Initial Form.

1 result(s) found...

Version Ref Number Principal IRB Study Title Report Subject Subject Dateof AE AE

Date - Date
A.E. Created B Modified B -
Investigator  Number Type  Age Initials Occurance Category Attribution Grade v Created o Modified
A Phase II1, Randomized,
Double-Blind, Multi-Center,
Susan M Placebo-Controlled, Parallel-
A AEAE S GH-14- | Group, Forced Dose Titration, New Mary Jane 03/06/2014 | Mary Jane 03/06/2014
ELEEIEELAE R LENEE lljr;‘vgstlgator, 016 Safety and Efficacy Study of report & = 03/05/2014  Pulmenary Probable 2 Coordinator 03:45:10 PM | Coordinator | 03:46:03 PM
- NRP104 in Adults With Attention-

Deficit Hyperactivity Disorder

Information related to the initial report will populate in a table below the data value. The rest of the Adverse Event form

will populate based on the information completed in the Initial Report. You can save the form, verify the information is
correct and change items as needed.
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Study Number: NRP104.303
PI: Investigator, Susan M., Ph.D.

Adverse Event Initial Form

My Print Friendly | @ Refresh Constant Fields

k-

| Section view of the Form | | Entire view of the Form

TSR
1.0 General Hospital Adverse )
. Event Report Form @ Follow-up report

If Follow-up, select the report that this is a follow-up to:

& Click here to select the Adverse Event Initial Form we are
iating to this follow-up.

Befereee oo

?.::::;EZL':OH Susan M. Investigator, Ph.D.

IRE Number: GH-14-016

Study Title: A Phase 111, Randomized, Double-EBlind, Multi-Center, Flacebo-Controlled, Parallel-Group, Forced Diose Titration, Safety and
Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Report Type: MNew report

Subject Age: 22

Subject Initials: 2]

gzzﬁgﬂce: 03/05/2014

AE Category: Pulmonary

AE Attribution: Probable

Any Adverse Event that you create as a Follow-up Report will become associated to the Initial Report in the list of
Adverse Event forms. You can expand the folder in the Show Follow-up column to view and Follow-up reports.

Study N ber: MNRP104.303 g
P Invactigator, Suean 1, ph.o. Adverse Event Initial Form [4]Back

c IRE Number : GH-14-016 A Phase 111, Randomized, Double-Blind, Multi-Center, Placebe-Controlled, Parallel-Group, Forced Dose -
_ umber Tltratlon, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder =
IRBE Expiration Date:|03/03/2015

6 List of records assodated with form: Adverse Event Initial Form.

@ Copy Form | r Add a New Form | @ Compare Two Versions | 0 Delete Selected Form(s) |

To view orevious versions click on the folder icon
1 result(s) found...

Shay Apply L
i Show Edit/ Form Ref Sub. Track Process Submission R
! Fi Il::\nr = o Bl P ? Location Submission Date Principal Invest... IRE Number
] X| Click to close the follow-up evert | @ AE-1.0 000143 Waiting for ‘) 03/06/2014 Susan M. Investi... GH-14-016

L PI signoff Retract
Susan M. [nvesti... GH-14-016
AE-1.0

O [~ @ Fip 000144

Once the Adverse Event form is completed, you will be prompted to submit and signoff on the form. See the Study
Assistant —> Study Submissions Manual for information on submitting a form.

Informed Consent

The link to Informed Consents within Subject on Study will contain a list of the available Informed Consents associated to
the study. From here you can download a copy of the IRB approved version of the consent, print it, consent the patient,
then scan it back to the system and keep a record on file that the subject was consented.

This page will list any consent forms uploaded to the study.
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iRIS 10.02
Y o Sean oh.. (4567765432) (101-9) Subject, Jack - Consent version history

[4]Back
_ IRE Number : GH-14-016 A Phase 111, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose

-
Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder 2
IRE Expiration Date:| 03/03/2015

My Print Friendly ; Export | e Delete Selected Record(s)

List of informed consent documents associated with this subject on study.
5 result(s) found...

= KL= L= Reconsent Version z l IRE IRB
i Edit Title c ted DateC ted Patient Study " Version Date  Category 2 lApproval  Expiration
Consent Consent HELThE ATTEET Date Date

X war
al} Informed Consent / Assent No A No 02/18/2014 1.6 03/03/2014 03/03/2015
= ) Informed Consent / HIPAA No A No 04/01/2014 1.0 03/03/2014 03/03/2015
m ) Informed Consent No [ | | ves 02/11/2014 | SOnsent 1.1 03/03/2014 | 03/03/2015

| = A Category 1 :

| r

= Assent Document No A Yes 04/01/2014 1.1 03/03/2014 03/03/2015

The columns on this page are as follows:

Delete — You can delete a consent record, but only as it pertains to the subject record. For example, you indicated that a
subject was consented for a record, and saved the record, then uploaded the signed consent, but applied it to the

incorrect consent form. You can delete the subject related consent by clicking the checkbox next to the consent and
then clicking the Delete Selected Record(s) button.

B o Saean 2o, (4567765432) (101-9) Subject, Jack - Consent version history

[4]Back
_ IRE Number : GH-14-016 A Phase I1I, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose

S
Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder =
IRE Expiration Date:| 03/03/2015

My Print Friendly ; Export | o Delete Selected Record(s)

List of informed consent documents associated with this subject on study.
5 result(s) found...

=y View View Reconsent Version -4 l IR IRE
il Edit Title C ted Date C ted Patient Study _ Version Date Category ‘AvApproval Expiration
Consent Consent M=rrs=t LrmEE Date Date
. voF
= Informed Consent / Assent No A No 02/18/2014 1.6 03/03/2014 03/03/2015

! PoF
Informed Consent / HIPAA Yes 09/02/2014 A No 04/01/2014 1.0 03/03/2014 03/03/2015

When you delete, only the subject information is removed. You cannot delete any consent form record added to the
study from this area.

i View View Reconsent Version 2 IRE IRE
iE Edit Title C ted Date C ted Patient Study Reguired Version Date Category Number AlAppmval Expiration
Consent Consent -0 Date Date
5 PoF
[l Informed Consent / Assent No A No 02/18/2014 1.6 03/03/2014 03/03/2015
5 PoF
& Informed Consent / HIPAA No A No 04/01/2014 1.0 03/03/2014 03/03/2015

- If any of the consent records have more than one version, a folder icon will populate in this column.

You can click
the folder to expand the list and preview previous versions of the consent.
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[ Edit Title c ted DateC ted P:—E;t ;t—':;:f e Version Date = Category = Yor=on El::imval éi:iratinn
I "
Frreor:  Groreom SRt LT Date Date

[} Informed Consent / Assent No No 02/18/2014 1.6 03/03/2014 03/03/2015

. -
= Informed Consent / HIPAA No No 04/01/2014 1.0 03/03/2014 03/03/2015
| ) Informed Consent No [ | | ves 02/11/2014 | Sonsent 1.1 03/03/2014 | 03/03/2015

i =3 e Category 1 "

| ) Informed Consent No No 02/11/2014 | SOnsent 1.0

=1 Category 1 .

Edit-Clicking the icon in this column allows you to view the consent form details and flag the subject as consented with
this record.

Title- Displays the title of the informed consent form.

Consented- This column will either indicate “No” (subject has not been consented with this version of the consent form)
or “Yes” (subject has been consented with this version of the consent form).

Date Consented- The date the subject was consented.
View Patient Consent- If a subject consent form has been uploaded the record can be viewed here.

View Study Consent - This column will only populate with the IRB approved PDF copy of the consent form. You can click
on this link to open the approved version of the consent form and then print it out and use it when consenting the
subject.

Re-consent Required - This column will indicate if a re-consent is required when a new version of this consent is
approved by the IRB.

Version Date - This column displays the version date of the consent form document.
Version Number - This column displays the current version number.

IRB Approval Date - The date the IRB approved the consent form.

IRB Expiration Date - The date the IRB has set for the consent to expire.

To indicate that a subject has been consented, you can navigate to this page, locate the appropriate consent record and
click the Edit icon.

A page similar to the one below will open. This page contains consent details such as Title, Version Information,
Category, Description, IRB Approval Information and Reconsent Information.
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By o, oot hp. (4567765432) (101-9) Subject, Jack - Consent version history [¢]Back

Q Save Changes

-

Edit an informed consent document for this subject.

Title: Informed Consent
Version Date: 02/11/2014
Category: Consent Category 1
Description:
Version Number: 1
IRE Approval Date: 03/03/2014
IRB Expiration Date: 03/03/2015

Reconsent Required: Yes

m

Reconsent Reason:

Consented: HNot Applicabla:

Comment:

Upload Document: | Upload ... | il

Below this is an option to select Consented or Not Applicable. To indicate that a subject has been consented, select the
Consented option. A Date Consented field will populate on the page, allowing you to input the date the subject was
consented. If a subject does not need to be consented for a specific consent record, you can choose the Not Applicable
option and also select a Not Applicable Reason. The Not Applicable Reason drop down list is a configuration list
available within System Administration —> List Configuration and Maintenance.

Reconsent Required: 155

Reconsent Reason:

Consented: '@ Not Applicable: Date Consented: .,

You can also add any appropriate comments to the Comment field. You can also upload a copy of the signed subject

consent by clicking on the Upload button.

A popup window will open allowing you to Browse your computer for the document. Once you select the document,
click the Save selected file button. Click the Cancel button to return to the consent page without uploading a document.
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Document Location:

upload operation has completed.

Q Save selected file

Browse...

Instruction: Uploading a document into iIRIS™ reguires locating the document on the computer.
Once you have located the document click on the 'Save =elected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the

i—) Cancel

iRIS 10.02

A document icon will populate next to the document information when you successfully upload a document. Be sure to
click the Save Changes button to complete the upload.

F

Reconsent Required:

Reconsent Reason:

Consented: @ MNot Applicable: || reset |

Comment:

Upload Document:

Yes

Date Consented: (9/03/2014 v

Upload ... J

Any consent you upload will populate in the View Patient Consent column. You can access this consent at any time by
clicking on the document icon in this column. Also note that the Consented and Date Consented columns populate with

information added for the consent record.

5 result(s) found...

= Date e =y Reconsent Wersion Version Z l i i

i Edit Title Consented Patient  Study . Category A+vApproval Expiration
+ Consented Consent Consent Required Date Number Date Date

& ' Informed Consent / Assent M& | A No 02/18/2014 1.6 03/03/2014 03/03/2015
I:‘ . Informed Consent / HIPAA MA | A Mo 04/01/2014 1.0 03/03/2014 03/03/2015

; POF Consent
D Informed Consent Yes 09/03/2014 A A Yes 02/11/2014 | Category | 1.1 03/03/2014 | 03/03/2015
= = - | 2 e, =, ].
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Reconsenting a Subject

If a new version of a consent form flagged as “Reconsent Required” is approved by the IRB and the subject has been
consented on the old version, the system will display a message the next time you access that subject record.

*Note: The subject must also be in a Subject Status that has the operation “Reminder to reconsent the subject” set.

Y o e enp. (4567765432) (101-9) Subject, Jack - Subject Management [{]Back

. IRB Number : GH-14-016 A Bhase III, Randomi;ed,lDoubIe—BIind, |'\"|u|t.i-CEI'ItEr, PIacebo—Contr_’oIIed, Para_IIEI— B
n amner Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With =

IRE Expiration Date:| 03/03/2015

. //M Subiect stud
'ﬁ Subject general g — g; Hl... | Subject on study - NRP104.303

Meszage from webpage
Subject Protocol Tracking and .

® Demographics ® 1nsurance Project Management ® Appeintments

® physicians ® Correspon !'-\ Subject needs to reconsent. Study Documents ® calendar
N

-

® social history ® Medical H Adverse events Study drugs
K]

® Medication - Allergies Informed consent

. General
L Subject Contacts - Document

s Accociated

When you access Informed Consent, the consent form needing reconsent will populate at the top of the list of consents.

e or. B ir - 3hp.  (4567765432) (101-9) Subject, Jack - Consent version history («]Back

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Centrolled, Parallel- »
c IRB Number : GH-14-016 : ! s ‘ . ! . ! .
STy SEE m'I EELyE e Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With  ~
IRB Expiration Date: | 03/03/2015

My Print Friendly ; Export | o Delete Selected Record(s) |

List of informed consent documents associated with this subject on study.

5 result(=) found...

= Edit Title Conzented | 2252 P:;“'::rrlt 5:_'::':‘ EETTEITE UEETT o et El::imval éigiratinn
+ Consented Consent Consent Required Date Number Date Date
X Consent
0o Informed Consent No A Yes 02/11/2014 | Category | 1.2 09/18/2014 | 03/03/2015
~ L 4 o 1
0 . Informed Consent / Assent MNA A No 02/18/2014 1.6 03/03/2014 03/03/2015
] | L
|:| . 1 Informed Consent / HIPAS MA | A No 04/01/2014 1.0 03/03/2014 03/03/2015

This is a newer version of the previously consented record, and clicking on the yellow folder can access the older record.
You can follow the steps listed above when initially setting the consent information for any consent requiring a
reconsent.

View View IRE IRE

g Edit Title Consented EEiE= Patient Study RH“!‘ T WUEETT Category JEETU g lA roval Expiration
+ Ay APP P
Consented Consent Consent Required Date Number Date Date
: PoF Consent
[ Informed Consent MNo A Yes 02/11/2014 | Category 1.2 09/18/2014 | 03/03/2015
1
ke - = 1

" POF POF Consent
(] Informed Consent Yes 09/03/2014 A A Yes 02/11/2014 | Category | 1.1 03/03/2014 |03/03/2015
ke -] e e 1

Once you indicate the subject was consented on the new version that information will display within the Informed

Consent page, similar to the screenshot displayed below.
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e SEpma= =t
View View - - IRE IRB
=g Edit Title Consented D3t® Patient | Study Lecomsent Version Category VorSIOR 2| 4 bproval Expiration
+ Av PP P
Consented Consent  Consent Required Date Number Date Date
. POF POF Consent
[ Informed Consent Yes 09/18/2014 A A Yes 02/11/2014 Category 1.2 09/18/2014 03/03/2015
| ) A A 1
. v
1 Informed Consent / Assent M& A No 02/18/2014 1.6 03/03/2014 03/03/2015
Appointments

The Appointments area contains a list of all the Scheduled and Unscheduled visits for the subject. From this area, you

can schedule visits and also cancel the scheduled visit. This area is useful for scheduling visits or canceling visits. Often,

this area is granted to a study user who will perform scheduling tasks but will not need to access the details of the visit,

so they do not have access to the Protocol Tracking and Project Management area.

A visit can be scheduled by clicking the icon in either the Unscheduled Tasks area, or within the Scheduled Tasks

area to change the currently scheduled visit to another date and/or time.

Visits can also be canceled from this area by clicking on the E icon. As soon as this icon is clicked, the visit will be

flagged as “Canceled” within Protocol Tracking and Project Management.

Study Number: NRP104.303

SRS n IRE Number -

IRE Expiration Date:

Task Name

visit 3
Visit 4
visit 5

Task Name

ER  visit 1
EX] | visit 2

PI:  Investigstor, Susan M., ph.o.  (4967765432) (101-9) Subject, Jack - Appointments

-14- .| A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel- =
GH-14-016 Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With

03/03/2015

Classification Target Date Appt. Duration

Unscheduled Tasks - NRP104.303

Visit 10/07/2014 1 Hr

Visit 10/14/2014

Visit 10/21/2014

Classification Target Date Appt. Duration Task Status

Scheduled Tasks - NRP104.303
Visit 09/19/2014 1 Hr Complete

Visit 09/30/2014 1 Hr Incomplete

[4]Back

-

Legend

Visits:

Procedures:

Scheduled Date

09/19/2014

09/30/2014

Scheduled Time

08:00 AM

09:00 AM
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Calendar

The Calendar link within Subject on Study contains the same functionality as the Study Appointment Calendar, but will
only display scheduled visits related to the subject. See the Study Appointment Calendar section of this manual for more
information on the functionality of this page.

iRIS 10.02

Study Number: NRP104.203

PI: Investigator, Susan M., Ph.D. il BaCk

(4567765432) (101-9) Subject, Jack - Subject Calendar

& Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel- «

=

n IRB "“mwr:

IRBE Expiration Date:

03/03/2015

Month: Sep2014 v|E|

Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With

Week: Sepl14-Sep20 - |E|

My Print Friendhy |

-

< October 2014 3
S

(Week 01 02 03 04

40)
05 (Week 06 o7 0B 09 10 11
41) € 1S

08:00 AM-Visit 3
12 (Week 13 14 15 16 17 18
42) 1S

10:00 AM-Visit 4
19 (Week 20 21 22 23 24 25
43) e is

02:00 PM-Visit 5
26 (Week 27 28 29 30 31
44)

If you click on a visit link, you will be directed to the Visit Details page where you can then status the visit. See the
Completing a Visit section of this manual for more information about the functionality on this page.

Study N ber: NRP104.303 - — - R
Lt Iniostiastor, Suean M. pho.  (4567765432) (101-9) Subject, Jack - Visit Details _{/Back
Add Stipend Request Schedule Visit | My Print Worksheet Q Save Changes
Visit Name: Visit 3 Status: Incomplete -
Visit Type: Clinic Visit -
Description: Assessment Date: .
Target Date: 10/07/2014 Cumments:
Completion Window: 10/05/2014 - 10/09/2014
Arm:
Description | Open Form Procedure Canceled Complete Incomplete No Show Not Done | .
=] =] =] i i
(Category not specified)
@ Check-in &)
(Category not specified)
Angiogram Of Heart (Coronary Angiogram) @ =
Blood Draw @
CAT Scan @
Fundoplication @
GFR/Global Family Rating @
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iRIS 10.02
Study Drugs

This area allows you to list any study drugs the subject is using. When you first access this area, the page will not display

any records for the subject. You can associate a study drug record to the subject by clicking on the Add New Drug
button.

oy e 5 5. (4567765432) (101-9) Subject, Jack - Study Drug/Biologic/ Chemical agent [{IBack

n IRE Number : GH-14-016 A Phase 111, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel- =

Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With ™
IRB Expiration Date: | 03/03/2015

w AddaHewDrugl

List of drugs as=sociated with this subject.
0 result(s) found...

+E Edit Study Drug/ Biologic/Chemical agent Drug Supplier
Mo drugs have been added for this subject.

From the page that opens, you enter the Study Drug and Drug Supplier then click the Save Drug button.

IStudy Numbaer: NRP104.203

PI:  Investigstor, Susan M., pho.  (4967765432) (101-9) Subject, Jack - Study Drug/Biologic/Chemical agent [«IBack

Q Save Drug |
-

Add a note associated with this subject.

*Study Drug:

*Drug Supplier:

The Study Drug will be associated to the subject. You can modify the details for the Study Drug record by clicking on the
icon in the Edit column and delete the record by selecting the checkbox next to the Study Drug and clicking on the

Delete Selected Drug(s) button. Additional records can be associated to the subject by clicking on the Add a New Drug
button.

Y e o i35, (4567765432) (101-9) Subject, Jack - Study Drug/ Biologic/ Chemical agent [4]Back

n IRE Number : GH-14-016 A FPhase 111, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel- =

Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults with  ~
IRE Expiration Date:| 03/03/2015

w Add a New Drug

0 Delete Selected Drug(s)

List of drugs associated with this subject.
1 result(s) found...
H=q Edit

Study Drug/ Biologic/Chemical agent Drug Supplier

| . Acetaminophen Bayer
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