CR-Assist Job-Aid

|. Starting CR-Assist

Following this step to start CR-Assist [| Open your web browser such as Internet Explorer, FireFox or Chrome. [ Enter this
address on the web browser: http://georgiactsa.org/discovery/cr-assist.ntm1 You should see this web page.
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f Click here to login to CR-Assist
Clinical Research-Assist (CR-Assist) system. CR-Assist complies with

Emory University's HIPAA security policies and procedures.

Why use CR-Assist?

CR-Assist Is designed to help Georgla CTSA S manage pat track study visits and submit electronic appolntment requests to
our Clinical Research Site (CRS) schedulers, and print sample collection labets. Soma of the features of the application are listed below.

* Excel-like participant lists which allows users to add/edit/sortlookup participants with their visit information
* Study Calendar to help you plan your team's activities
* Real-time CRS availability calenda

.k CRS i requests and receipt of pager/email notification on the status of appointment
* Ganeration of recrultment report
* Doata export to Excel for generating malling labels and contact list

o Secured access from anywhere with Internet connection

What do | need to access CR-Assist?

Your study must be established in CR-Assist and you must be o0 the list of personnel who has sccess to the study. You also need an Emory Unversity Network 1D
or Emary Healthcare 10 which should be recelived at hire. If you are not an Emory you can get & account, See this link for detaits. Other than

that. all that is needed Is 8 computer that has Internet connectivity.
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[1 Click on “Click here to
login to CR-Assist” @ You
will be then asked to
enter your Emory network
ID and the corresponding
password. [ If you login
successfully, you should
see this welcome page.



Your name should be displayed along with the name of your research study. If your name is not there, DO NOT USE THE
SYSTEM. You will risk losing your data.
[l When you move your mouse across the menu bar under the name of your study, you should see the color of the
main menu item you highlighted changing from blue to yellow. Also, if the main menuitem contains sub-menu items,
you should see an expanded list of sub-menu items underneath.

If you have multiple studies registered with CR-Assist, you will be able to work with different studies
simultaneously. The section will discuss the process.

Setting up your profile — My Settings Page

Before starting to use CR-Assist, you should make sure your profile has been setup correctly in the “My Settings”. You navigate
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My SETTINGS

My General Information

I would like my name to be displayed as Circe Tsu
My contact email address: [‘;\rce tsui@emory edu

My primary site: Emory GCRC v

My primary study. | GCRC Administration v

Appointment approval/iejection/cancellation notification

Receive notification via email? Yes, for all appt notifications v

In addition to email, also receive notification via your mobile device such as a cell phone
or a pager? (Please note that additional charges might apply from your provider for your Yes ¥
cell phone to receive text message.)

My cell phone provider. AT&T ( now part of Cingular) v | If other, please specify. [

Cell Phone no 678-488-6916

My pager provider ( Pager must he

5 ;
anSIDhAUMEHE pagary SimonMeatthcare v If other, please specify. |

Pager no l

this page by clicking “My Settings’ main menu item on the top menubar.

[1 Make sure that your name and your preferred email address are correct. [1 Choose your primary
site. The primary site will determine the primary site of your participants whenyou enroll them. [1 Choose your primary study. If you have
access to more than one study, the primary study will appear first when you logon to the system. [ If you would like to receive
appointment naotification via email whether the appointments hasbeen accepted or rejected, choose ‘Yes for all appt notifications”.

[1 If you would like to receive appointment notification via email only when an appointment has been rejected, choose “Yes, but
only for appointments that are rejected or attached with CINscheduler's message”.
[ If you don’t want to receive notification at
all, choose ‘No’. [1 You can also indicate whether you would like to receive notification via
your mobile device such as a cell phone or a pager, in additional to email.
[1 Enter your cell phone or pager information if you want cell/page notification. [ Click “Update” to update the
information and then confirm. [] Any changes will be applied when next time you log back in.



lll.Switching among studies

When your account with CR-Assist was first being setup, you were assigned to a primary study. That study will be
the first shown when you log in. You can switch to work with a different study by following thesesteps: [ Highlight “Switch” on the
top menu bar. [ You will see a list of studies with which you can work. [ Click on the study you desire. [1 Now the study title
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| https://crassist.emory.edu/app/index.cfm?switchtoid=93&switchtotitie=HAPPY 2 STUDY |
will appear on the top of the page indicating you are in the study.




IV. Participant List

The participant Iist will probably be your most frequently used page on CR-Assist. You navigate this pageby clicking “Participant’

Switch  Study Visit Appointment  Tools  Report Problems — Logout

PARTICIPANT LGBl
Add Parudipant

Filter By: Site: |Grady Main Hospital ~| Study Status: >| study Group: |None v] Download ALL to EXCEL | Dowvnioad to EXCEL by fiters ] Riwr?ﬁ)
ound:
SearchBy: LastName: First Name: | GCRCID: | HAPPY ID: | Altio: | Search (this study onty) |
Search ALL studies
GCRC |HAPPY [Alt [Site [Initials|DOB|Sex|Status  |Group(Step  [Survey  [Screen  [Enroll  |C V1-Sereen [V2-Inpt  [V3-Final  |Notes Action
ID ID ID Date Date Date Date
17 GHS|[P.W.P. M |Interested|U Unknown|01/05/06 Add Add Add \View/Edit Participant Info Beam to
MYSTUDY
Add Participant

Website best viewed with Internet Explorer 6, Netscape Browser 8.0 on Windows or Firefox 1.5 on MAC
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main menu item on the top menu bar.

Each participant will occupy one row in the list. The list shows all the participants who are in the studyregardless of their status.
The columns between complete date and action are defined by your study parameters. They are essentially the study visits you
are tracking. If a visit has been requested, scheduled, or if it has occurred, the date of the visit will appear.

Apply filter to the list

You can “shorten” the participant list to make it more manageable by applying filter(s). You can filter according to the primary
visit site, the study status, or the study group. Follow these steps to apply filter(s):

[1 Look for ‘Filter by’ located on the left hand side under the heading ‘Participant List’. [] If you want to filter by primary visit site,
look for the word ‘site’ next to ffilter by’. Click on thedownward arrow on the right to expand the list of choices. Select the site you
want to view.
If you want to filter by study status, look for the word ‘study status’ on the same line of ‘filter by’. Click on the downward arrow on
the right to expand the list of choices. Select the study status you want to view.If you don’t want to filter by study status, make
sure ‘None’ is selected.
If you want to filter by study group, look for the word ‘study group’ on the same line of ‘filter by’. Click on the downward arrow on
the right to expand the list of choices. Select the study group you want to view. If you don’t want to filter by study group, make
sure ‘None’ is selected.
[1 You can filter by more than one attribute at the same time. [/ Click the ‘GO’ button on the same line of ‘filter by’. [ Only the
participants with the selected attributes will be shown.

2. Looking up a participant You can search for a participant by his/her name, CIN ID, Subject ID or ALT ID. Follow the steps
below tosearch:

[ Look for ‘Search by’ located on the left hand side under ‘Filter by’ [1 Enter any combination of these fields: last name, first

name, CIN ID, Subject ID or ALT ID. [ Click the ‘Search (this study only)’ button. [] The participant(s) match(es) the search

criteria will be shown. [ Searching by last name, first name or ALT ID allows a partial match. (i.e If you put ‘Will’ in first name

and

click ‘Search’. Both participants with name William or Willy will be returned, but Bill will not.) [ Alternately, you can click the
‘Search ALL studies’ button if you are allowed to manage more than one of the studies. The search will be performed on all
participants in each/any of your studies.



V. Adding / Editing Participant Information
1. Adding a participant

You can add a new participant by following these steps: [ Highlight the “Participant” main menu item on the top menu bar, then

Study Parﬁl:ipant Visit Appointment Tools Report Problems Logout
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click “Add Participant”. [ Alternatively, you can click the “Add Participant” at the bottom of the participant list page.

[1 You will see a blank participant entry page:



You must fill in the last name, the first name, and the first telephone number, and indicate whetherthe number is for work or
home. If you don’t have a participant’s telephone number, you can enter the participant’s email address instead.

[1 If you are enrolling the participant, you will also need to fill in the date of birth (DOB), sex, and race.
Study Status: The new participant could be a potential subject who is interested at the study but needs to go through a screening
process (study status = interested). The participant could be a subject who has been enrolled to the study (study status =
enrolled). The participant could be a subject who has passed the initial screening via a phone interview (study status =
screened). The participant could have completed the study already (study status = completed).

[1 The Enroll date will be auto-populated and will default to today’s date when you click ‘ENROLLED’. You can, however, change the

enroll date. [1 The Screen date will be auto-populated and will default to today’s date when you click ‘'SCREENED’. You
can, however, change the screen date. [| Study group and study step are default to unknown. (1 Emergency contact
and nearest relative information are required for hospital registration. You should
enter these fields if the CIN is responsible for registering your participants in the hospital system. When you click on the
“same as above” checkbox next to the ‘Nearest relative information’, all information from the emergency contact section
will be copied.
[1 You can enter any relevant information into the notes field. (1 All dates must be entered in this format: mm/dd/yyyy [
LEAVE THE SSN FIELD BLANK, IT IS NOT ACTIVE, YOU WILL GET AN ERROR MESSAGE [ All phone numbers must
be entered in this format: (999)999-9999 or 999-999-9999. [ Click “submit” at the bottom of the page when you are done. (1
If there are missing values, those fields will be highlighted and you will be required to enter them
before proceeding. If you did not put anything in the SSN and you still get this message, you are missing
something else.
If all required fields are populated, click the “confirm” .Click the “back” button at the bottom of the page tore-enter or change any
value. Or you can” to indicate that all values has beenentered correctly.
The application will check to see if this participant has already been entered into the system. If there isa participant with the same last
name and first name either in this study or in other studies that you have access to, it will display the message, “There is another
participant that has the same name. Are you sure you want to enter this data?”. When you see this message, your best course of
action is to click “cancel” at the bottom of the page and return to the participant list. Then search for the participant by last name and first
name as described in the section Il C 2. If the result shows that the participant is actually the same person, you should not enter the
person again into the system.
[l If there is no missing value and no duplication of participants’ names, the participant will be added and you will see the
message, “Participant added successfully. CIN ID=?7?". The CIN ID is theautomatically ID assigned to the new
participant.

Editing a participant

You can change the information of a participant as follows: [1 Go to Participant List. [ Look for the participant row that you want
to edit. [ Click on the GCRC ID or “View/Edit Participant Info” on the participant row. [1 You will be directed to a
write-protected participant entry page. All the current information with the

participant will be displayed.
[l Click “Edit” at the bottom of the page. You will be allowed to change the information in any fields onthe page except the
CIN ID, subject ID, and initials. Initials are automatically assigned according to the participant's name.

[1 When you are finished, click “Submit”. [] You will be asked to carefully review the data. If everything is correct, click “Confirm”

and “Participant edited successfully. CIN_ID=?7?" will appear



VI. Scheduling

A. Adding a new visit and printing the CIN registration form

Follow the steps below to schedule a visit:
[l Go to Participant List and look for the participant for whom you want to schedule a visit.
[l Locate the column that indicates the visit you want to schedule. If there is yet no such visit with the
participant, you should see “Add”. Click on the add link.

‘Emory University General Clinical Research Center /inical - esearch -
CIRCE_STUDY - 9999
‘ Switch  Study Participant  Visit Appointment  Tools Settings  Report Problems  Logout
PARTICIPANT LIST - GHS , ACTIVE (INCLUDING INTERESTED, SCREENED, ENROLLED) Recoro(s) Founp: 6
Filter By: Site: |Grady Satelte  v| Study Status: | Active(interested, Screened, Enralled) ¥ Study Group: |None | [ Download ALLtoEXCEL | [ Downloadto EXCEL by fiters__]
SearchBy: LastName: | FirstName: GCRC ID: Study ID: | | circein | [_Searchithis stayonly) ] [ Search ALL studies |
GCRC  |Study [Circe |Site [Initials |DOB Sex|Status  |Survey Screen Enroll C lete V1 V2 V3-INPT  [V4-INPT |Notes Action
D D ID Date Date Date Date
682 4 CS8123 [GHS|M.J 10/1041968(F |Enrolled 05/08/06 Request  |Add Add Reject View Edit Participant nfo  Beam to
07/12/06 |08/09/067 (0906067 (092106 DM-1 Beamto Pre-DM-2
599 1 GHS|{KW.L. [10/10/1966|F [Enrolled 02/01/06 Visiton [Appton |Add [Request View Edit Participant Info  Beam to
070506 072206 (0830067 |0922:06 DM-1 Beam to Pre-D-2
601 GHS|M.L. [10/20/1950(U Visit on Visit on Request  (Add View Edit Participant Inffo  Beam to
070406 |06/11106 (0908106 [0922:067 DM-1 Beamto Pre-DW-2
604 GHS|C.T. |(03/03/1977|F 12/01/05 dd > Appt on il Requ She wants to getin View Edit Participant mfo  Beam to
0722/06 (090406 (0922/06 |asap DM-1 Beamto Pre-DW-2
605 2 GHS|J.D 02/20/1949|M |Enrolled |12/01/05 02/05/06 02/06/06 Request  |Add Request  |Request [1/20 Leftvoice mail View Edit Participant nfo  Beam to
0720006 [08/17/067 |09/12/06 |09/27:06 [testing DM-1 Beamnto Pre-DM-2
607 GHS|TJ. 08/16/1980|F |Screened 02/07/06 Request |Add Appton  |Add View Edit Participant Info  Beam to
07/15006 [0812/067 (09/09/06 |0923/067 DM-1 Beamto Pre.-DM-2
Add Participant

[1  You will be directed to the visit /appointment entry page.

[l The Participant CIN ID and the visit type fields will be automatically populated.
The Site will default to the participant’s primary visit site.

[l You should view the GCRC Calendar to help you to choose a date by the link in red. Another window will be opened with the
monthly calendar.

O
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Adding Visit / Appointment

Participant: | GCRC#5575 ID#F2114964 05/25/1962 AEE. v | Site: Emory University Hospital CIS v | visit Type: \ BL-Outpt - Basiine outpt \
Appt Start date(mm/dd Appt Start time: Unknown ¥/ Appt end time: | Unknown ¥
View GCRC Calendar ———— —_——
Appointment Status: | Requee. - Has Reminded: No_ \(\
Visit Start date(mm/dd/yyyy): j Visit Start time: Visitend time:
Hosp Visit No: — Has lab drawn at visit?

Message to GCRC Admin Notes from GCRC Admin
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EMORY GCRC OUTPATIENT AVAILABILITY
RED = The GCRC has reached its capacity OR the time is outside of operating hours. DO NOT submit a request for this
= The GCRC has not yet reached its capacity but has approved a number of available time slots. This requesy
GREEN = The GCRC has either zero or very few scheduled appointments in these time siots. You will potentially be givi
time slots.
April 2007
Mon Tue Wed Thu
2 3 4 5
06:00 AM I | 06:00 Av NN | 06:00 Av NN | 06:00 Av N
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07:00 A NN | 07:00 AM NN | 07:00 AV NN | 07:00 Av N
07:30 AM 07:30 AM 07:30 AM 07:30 AM
08:00 AM 08:00 AM 08:00 AM 08:00 AM
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03:00 PMER 03.00 PR 03:00 PM 03:00 Pv R
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04:30 PM 04:30 PM 04:30 P 04:30 PM
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o700 M | 07:00 P o7:00 pv I o07:00 P
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RED =The CIN has reached its capacity OR the time is outside of operating hours. DO NOT submit a request for
this time slot.

YELLOW =The CIN has not yet reached its capacity but has approved a number of available time slots. This
request will be responded to by our schedulers.

GREEN =The CIN has either
zero or very few scheduled appointments in these time slots.You will potentially be given automatic approval if you sub
mit to these time slots.

You should request green time as much as possible. If you request red time, your appointment will be

rejected automatically. [ Click the calendar icon next to appt start date to open up a calendar and select the desired
Move to appt start time. Click on the downward arrow to select the desired start time. One you have

chosen, the appt end time will be automatically changed to reflect the length of the visit as defined by your study

parameters. You can, however, change the end time if you wish.

If the visit type corresponds to an inpatient visit, you will see appt end date. Again, the end date willbe automatically changed to

reflect the length of the visit once you have picked a start time. You can, however, change the end date if you wish.

[ If the visit type corresponds to a CRN visit, the appointment status will default to “Requested” since you are
requesting a visit with the CRN. If the visit type corresponds to a non-CRN visit, the appointment status will default to
“Scheduled”.

[1 Click “Submit” and “Confirm” [] If you sign up for the email notification service, you should receive an email immediately after

the CIN scheduler has reviewed the appointment. The email will look like this:

date. [

Tine=09/07/2006 12:13:18PH |
Message=The status of the V6 - Activity 5 ( Part B) appointment for GCRC#582 SUBJECT#PEODO10 C.L.A. you recently submitted has
heen changed to SCH. Notes from GCRC Admin (this field maybe empty)=




B. Editing, Cancelling, Rescheduling, Repeating Visits

You can edit, cancel, re-schedule an appointment prior to its date/time by following these steps: [| Go to Participant List. [ | Look
for the participant and the visit column. [ Click the “Request on”, “Reject” or “Appt on” link.

£ https://crassist.emory.edu/app/participant_list.cfm?action=N L-acla Participant List

Filter By: Site: [Emory University Hospital CIS Tv] Study Status: [None 'v| Study Group: [None v E] G

| Download ALL to EXCEL || Download to EXCEL by fiters || Contact list to EXCEL |

Search By: Last Name: | | First Name: [ | ciniD: | | Study ID: [ ] MyD: [ | [ Search ( this study onty) | | Search ALL studies |

CIN ID |SP|Study(My ID | Site |Initials DOB Sex|[Race [Status [Survey[Screen [Enroll [Complete[Mail for [V1 Mail for (V2 vi |v3 v4 Notes Action
(Hide) |ID (ID Date |Date  |Date  |Date V1 v2 Complete| (Hide)
609 |6 0001 |EUH|C.R  |07/01/1900|F |WHITE Reject |Visiton |Reject |Add Add Add Add View/Edit
09/12/13(03/23112  |03/23112 03/23112? Par

141144)22 |5 123Kate| EUH|K.J.0. (07/06/1989|F [BLACK |Complete 03/31/17(03/31/17 | 05/04/17 Reject View/Edit
04/05/17 P;

38151 |12|6 a12345 |[EUH|KK. [10/20/1970|F [ASIAN |Enrolied 05/04/17 Request Add Add Add Add Add View/Edit

1172317 5708117 Partici
\_/ o

[1 You will be directed to the visit appointment entry screen where your appointment will appear. Click“Edit, Re-Schedule, or
Cancel” on the right hand side of the appointment row in “Action” Column.
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C. Repeating a visit

You can repeat a visit and generate a new appointment request by following these steps:
Go to Participant List.
Look for the participant and the visit column.
Click the “Visit on” link.
[ You will be directed to the visit appointment entry screen where your appointment will appear. Click
“Repeat” on the right hand side of the appointment row.
[1 A new request page will display. Enter the new appointment start date and time and click “submit”.
After carefully reviewing your data, click “Confirm” to finalize the entry.
You will be re-directed to the Visit Appointment page displaying the new appointment request.
Your newly-requested appointment will be sent to the CIN scheduler electronically. You shouldcheck
back in a few hours to learn if the appointment has been approved or rejected
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Study Status

Study status provides a method for you to track a participant from the initial contact to his/her final completion. If you use study
status correctly, you will be able to generate various enrollment reports and have a good handle on the overall progress of the

CRN Study Status flow
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study. The following diagram shows a typical study status flow:



