Accessing and Maintaining Site Personnel Information in the DAIDS-ES

As a site coordinator, maintaining accurate contact information for your site staff is important
to you. Being able to access and update that information through the DAIDS-ES is a valuable
tool. This guideline is intended to provide you with some quick references for accessing
information about your site and updating that information.

Retrieving your site’s CRS Profile Report can be done through two avenues:

1. The DAIDS Clinical Site Monitoring module (CSM)
2. The DAIDS Protocol Registration System (DPRS)

Once you have accessed the information and identified the updates required, you can use the
Site Enrollment Module in DAERS to provide those updates to DAIDS-ES Support and the Clinical
Study Information Office (CSIO) for updating the system. We have included step-by-step
instructions for modifying some of the information for people at your site directly through the
DAIDS-ES in the Modifying Personnel at My Site section.

Let’s begin by going through a step-by-step guide to access the CRS Profile Report through
either the CSM module or the DPRS module.
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Clinical Site Monitoring module
To access the CRS Profile Report in the Clinical Site Monitoring (CSM) module see the instructions below.
Once you have logged into the CSM module click on the “Reports” button to access the reports page.

To access the Clinical Research Site (CRS) Profile Report from the reports page simply click the List of
Values (LoV) icon on the right side of the “Site Name” box.

Please note that if you type directly in the box it will NOT give you the opportunity to select for the CRS
Profile Report.

DAIDS-ES | Help | Logo#f

Clinical Site Manitoring
DivisioN OF ALDS Site Visit Summary Last sucesssful login: Apr 03, 2013 02:39 PM
., No. of unsuccassful login attemnpts: 1

F Site Monitorng Document Library Raports
Visit Reports ®

My

Site Visit Summary sites:

Site
Name:
Visit
Type:

visit |22 2013 @
Quarter:

| &ry =

Visit

Status: Any =

Site Visit Summary Report

To run the default report, click Run Report, Click customize to modify the
repart display halds.

Select the report display type: & HTML © Excel

Run Report

Site Visit Documents

To experence faster report processing time, it is recommendad to narrow
the search criteria by selecting specific sites and visit quarters before
clicking on the Yiew Site Yisit Documents button.

Wiew Site Visit Dooumeans

Once you click the LoV icon, you will get the following small screen tailored to your specific site:
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Clinical Site Menitoring
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To run the default report, click Run Report. Click customize to modify the
report display fields,

Select the report display type: & HTML © Excel

Site Visit Documents

To experience faster report processing time, it is recommended to narrow
the search criteria by selecting specific sites and visit quarters before
dlicking on the Wiew Site Visit Documents button,

Wiew Site Visit Doaments

From here you may click on the site number to see your site’s profile report. Also, you may click on the
icon under the “View Protocols at Site” to see all the protocols ever associated to your site.

DAIDS Protocol Registration System (DPRS)
To access the CRS Profile Report from the DPRS module:

Once you are logged into the DPRS module go to the Submissions button and select “New Submission”
as shown below:
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Once selected and the “New Submission” page has loaded select the site you wish to investigate (it must
be one of your sites) click on the icon with the magnifying glass in the far right towards the top of the
page to access the CRS Profile report.

DAIDS-ES | Help | Logoff

Py C ration
j Division OF AlDS J New Submission Last successful login: Apr 04, 2013 09:41 AM
No. of unsuccessful login attermpts: 0

Reports
Packet Number: Facker Mumber will be generated upon saving this submission

Site & Protocol details

To initiate a submission, select a site and protocel

“site: | 31770 - My Site EN |:> B,

&
*Protocol No: | & [select version =]

To view LOA Versions, click the LOA Registration checkbox below

e Invesfigator of Record (JoR) below for the above protocol and site

*Select ToR:

Mote: Before adding a new loR, verify JoR name doesn't

exiar

Carmot find JoR, ¢lick higre fo add the JoR name.

Buter email addresses for additional contacts who need to receive notifications

Additional Contacts: |
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Please note that once on the CRS Profile Report the site will have access to all the hyperlinks to
additional information.
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Modifying Personnel at My Site
Adverse Experience Reporting module

Originally this module was designed only to capture individuals who are either Submitters or Reporters
in DAERS. Submitters and Reporters are still designated in this module; however, it may also be used to
modify information for other individuals at your site as shown below.

In order to view or modify information pertaining to individuals at your sites in the DAIDS Adverse
Experience Reporting module scroll over the “Person” button and select “New Request” as shown

below:

DAIDS-E% | Help | Logeff

Home

M _EAE _ Search Person  EAE Nobficabion Reopients  RSC

New Request
View Requests

EAE Report Status = Add Madity Related Uinks
Bending 10
B 3 p o
2 BS 349
Aleorts ' Unstable EAE Outcomes =
Site 1D: Protocol 1D: Alert: Prowide an update with a stable outcome for the following EAE g
[2ey =] [any =] [2ny =]

Due Days Site 1D: Protocol 10;

PIDAlert Date w  Overdue 3 i*"ﬂ'f 1.I

Site EAE Protocol

10 Number 10
No matching Alerts for EAE Reports were found

Once the “New Request” screen has loaded you will be able to edit information or add/inactivate
individuals.
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OALDS-ES | Help | Legof

;avrrkr Experience
eporting ) )
J MNew Request ful login: Apr 04, 2013 10:33 AM

Division OoF AlDS

{0, of unguccessiul login attempts: O

n EAE _ Search  Person  EAE Notficabon Reopients  RSC

Select the Site 1D and chick “Search™ to view all the persons who are assocated to the §

To wierw' a hst of all ste staff who currently have access to the O

» Adverse Expenence Reporting System (DAERS), chck “User

Information Report™

To add a new person, click “Add New Person™

mation (name, degrea, contact inf

armation, role in DAERS and protocols), chck “Edit™

To edit a person’s in

OAE

To report a person no longer requinng access to DAERS, click “Inactivate™

Site 1D: [31770 - My Site >]

Search r Cles

Add New Peson ” User Informaton Repost |

Site ID | Person Name & Role (Title) E-mail Address ssociation Status Action

31770 |Komal Patel Investigator Active | Edt

31770 | Jack Smith CRS Coordinator  JSmithi@techres.com acive

31770 Matthew D Riggs | CRS Leader mriggs@tech-res.comll Active Edt || Inacuvee

31770 |Vanessa Miachell | Invesbgator Active
| Bportto Bl

A : d

Please note that your site may contain multiple pages, only 10 people are included on each page.

To edit information simply select the edit button on the right associated with the person you wish to
edit and the following screen will load.
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DAIDS-ES | Help | Logoff

Person Information

ad'.'cri.c Experience
eportin .
E 2 J Person Information Last successful login: Apr 04, 2013 10:33 AM

Division oF AIDS

Nao. of unsuccessful login atternpts: 0

EAE  Search  Person  EAE Notfication Recipients  RSC
Site ID: 31770 Person Mame: Komal Patel Request ID: 7178

Enter thie name and the contact information of the person associated with your Site

Prefix: [please Select an Clptmn_v_l
*First {(Given) Name: |Kgma|
Middle Name: |

“Last (Family) Name: [pate|

Degree: Ej

Title ( position): [
*Association Role with the Site: [[nyestigator =]
*Phonel: [1-301-555-1212 | Ext:]
Phone2: | | Ext:|

*E-maill: [kn@demoemail com

E-mail2: |

Comments: J

[ <Previous ] [ Restore ] [ Save B Nexdt> ]

Privacy Motice Legal Disclaimer
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Make all necessary changes and click the “Save & Next” button.

l & ELE  Search  Person  EAE Motification Recipients  RSC

Site ID: 203201 Person Mame: Frank Taulo Request ID: 5328

Select the role the person will have in DAERS, If there are no changes to the existing information, click "Save & Next=",
Note: Hnselecting a role will revoke the corresponding access in DAERS.

DAERS Roles

[T Enter EAE Reports (Reporter)
(| Enter, Review and Submit EAE Reports (Submitter)

’ <Previous ] ’ Restore ] ’ Save &Next= ]

The next screen will ask you to select a role as either Reporter or Submitter. If the person being
modified holds one of these roles pertaining to the DAERS display please select it here and click the
“Save & Next” button. If not, simply click the “Save & Next” without choosing a DAERS role. The
following message will appear:
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Message from webpage El

% ‘You have not selected any role for this person. For a person ko
| access DAERS it is mandatory to have a role, Click OK to continue
and Cancel ko select a role,

K Cancel

Simply click “OK” to continue, the following screen will appear with different report and site IDs:

r “ EAE  Search  Person  EAE Motification Recipients  RSC

Site ID: 30301 Person Name: Mary Kamanga Chadza Request ID: 5325

There is no personnel changes for the Request 1D 5328, To add a new person or edit a person’s information at Sike 30301, click "Add or Edit
Another Person’.

Add or Edit Another Person ]

Click the “Add or Edit Another Person” button to return to the “New Request” screen and continue to
edit people as appropriate.

To see the information you have updated select the request ID number on the “New Request” screen:

r A _EAE_ Search Person  EAE Notfication Recpients  RSC ™

Select the Ste 10 and dick "Search™ to view all the persons who ane assoaated to the Site.,
To vigw a list of all site staff who currently have acciss to the DAIDS Adverse Expengnce Raporting System (DAERS), chek “User Information

Report™
To add a new person, cick "Add New Person”.
To adit 3 on (namae, degrae, contact information, rolé in DAERS and protocols), cick “Edit™

To report & person no longer requinng Actess to DAERS, chck “Inactivate”™

Site 10: [30301 - College of Med. JHU CRS =]

(o] [Gox ]

Add New Pason ] [ User n-'armmvf/

! - You have a request 1D: $328 which is in draft

Site ID |Person Name a| Role (Title) E-mail Address Association Status Action
1131770 Komal Patel Investigator Active
| 31770 | JackSmith CRS Coordinator | JSmith@tech-res.com Active [ Edit ” Inactivate
31770 |Matthew D Riggs | CRS Leader mriggs@tech-res.comll Active [ Edit “ Inactivate
31770 Wanessa Mitchell | Investigator Active [ Edit ” Inactivate

|

Please note that names with an exclamation sign to the left have been edited.
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Also, to access a report telling you who at your site is a Reporter or Submitter and what studies they are
currently assigned to in the system simply click on the “User Information Report” button on the “New
Request” screen. This will automatically open a Microsoft Excel file listing everyone at your site and
their DAERS Role, if they have one, their assignments, and their DAERS training date.
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