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Introduction to the DAERS Site Enroliment Module

What Is DAERS?

The DAIDS Adverse Experience Reporting System (DAERS) enables DAIDS clinical research sites to report Expedited
Adverse Events (EAEs) effectively, in accordance with the safety reporting guidelines set forth by DAIDS, FDA, and ICH for
the conduct of human subject clinical trials. The DAERS is a Web-based system that enables immediate reporting of and
access to EAEs. Built-in data validation checks and lists of values ensure accuracy of data capture. Moreover, data entry is
minimized because certain information, such as protocol, participant and site information, is already captured by other
DAIDS Enterprise System (DAIDS-ES) components.

What Is DAERS Site Enrollment Module?
The DAIDS Adverse Experience Reporting System (DAERS) Site Enrollment Module enables DAIDS clinical research sites
to enroll and update site staff in DAERS.

What Can | Do with DAERS Site Enrollment Module?

Depending on your role, you can view, add, edit and inactivate a person at a site.

Who Is DAERS Site Enroliment Module Intended for?
DAERS Site Enrollment Module is intended for the easy maintenance of Clinical Research Site Physicians and staff whose
role requires that they report EAE information for DAIDS sponsored clinical trials.

How Can | Access DAERS Site Enrollment Module?
Users with a DAERS Site Enrollment User account can access the system through the following link:
https://daidses.niaid.nih.gov/phoenix

Adverse Experience
Reporting

DIVISION OF AIDS

Terms You Should Know

TERM DEFINITION

A Request is the submission of changes for the site staff regarding access to DAERS for new users,

modification of access to protocols for existing users, and/or inactivation of access in the Site

Enrollment Module for existing users. Each Request is associated with a four digit Request ID.
Request Note: Requests are also generated upon submission of a Registration Packet in DPRS (DAIDS Protocol

Registration System). Specifically, on the DPRS Person Information screen, the users can indicate which site staff

requires Reporter and/or Submitter access to DAERS. When the PRO approves the submission, the Request will

display on the View Request page of the DAERS Site Enrollment Module.

Draft — Request for changes for the site is yet to be submitted to DAIDS-ES Support.

Submitted — Request for changes for the site is submitted to DAIDS-ES Support

In Progress — DAIDS-ES Support is processing the Request submitted by the site.

Completed — DAIDS-ES Support has completed processing of the Request submitted by the site.
*Completed — DAIDS-ES Support has completed processing of the Request submitted by the site with
some outstanding issues.

Request Status

User Information Report: The DAERS User Information Report displays a list of users associated with the selected Site, the
user’s contact information, and the protocols to which they have access in DAERS in a Microsoft®
Excel sheet.
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Terms You Should Know

TERM DEFINITION
Electronic Signature During the process of submitting an EAE Report to RSC, the Study Physician reviews and signs with an
Attestation Form (for electronic signature (username and password) to indicate that the EAE Report is accurate and complete.

compliance with 21 CFR Part Before a Study Physician can electronically sign or have access to DAERS, the following requirements
1) must be met:

Each Study Physician must mail to the RSC the original completed and signed 21 CFR Part I'| —
Attestation and Agreement for Electronic Signatures form for each site which designates the Physician as
a submitter within the DAERS system and each Study Physician must be listed on the FDA 1572 or IoR
Agreement form for their study and site.

Note: To expedite access, an electronic version of the document will be accepted with the understanding that the
hard copy is mailed. Access to DAERS will be revoked if the hard copy is not received within 2 weeks.

You may access the form by clicking http://rsc.tech-res.com/safetyandpharmacovigilance/_

MAIL THE ORIGINAL SIGNED ATTESTATION FORM(S) TO:
DAIDS Safety Office

6500 Rock Spring Drive, Suite 650

Bethesda, MD 20817

S8 DS
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Obtaining Support

Obtaining Support

To report a problem, make a suggestion, or request regarding DAERS, contact DAIDS-ES Support directly by telephone,
fax, or e-mail. Live assistance is available 8:30 A.M. to 5:30 P.M. U.S. Eastern Time, Monday through Friday (excluding
holidays). You may also submit a ticket request from within DAERS through a DAIDS-ES Support web page. Once you
contact DAIDS-ES Support, you will receive a confirmation e-mail with a unique ticket number-.

Note: When in doubt, please copy both DAIDS-ES Support and RSC Safety Office.

Contact Information for the DAIDS-ES Support Desk

Phone: (1) (866) 337-1605 (toll free USA), or (1) (240) 499-2239 (Outside USA)
Fax: (1) (866) 337-1606 (toll free USA), or (1) (301) 948-2242 (Outside USA)
E-mail: DAIDS-ESSupport@niaid.nih.gov

@ Submit a Problem or Suggestion/Request or View My Ticket Status

You can report a problem or make a suggestion/request from within DAERS.

To Submit from DAERS
. From within the application, go to the top right navigation bar and then point to Help.

2. Click DAIDS-ES Support from the drop-down list.
The links to contact DAIDS-ES Support display on a web page.
3. Click one of the following links:
e Report a problem
e Make a suggestion or request
The DAIDS-ES Support Submission form displays.
4. Enter the required information into the submission form.
Click Submit.
An e-mail is sent that confirms your submission and gives you a ticket number to reference the submission in the
future.
To View My Ticket Status
. From within the application, go to the top right navigation bar and then point to Help.
2. Click DAIDS-ES Support from the drop-down list.
The links to contact DAIDS-ES Support display on a Web page.
Click Search my tickets.
4. Locate the ticket from the list of your submitted tickets currently in the database.
Tip: Use the Quick Search option to locate the ticket.

5. View the current status of the selected ticket, ask for further assistance, or submit comments and requests.

ALDS
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Contact Information for RSC

For questions on the DAIDS EAE manual or EAE reporting requirements, contact DAIDS RSC Safety Office.

Phone: 1-800-537-9979 (U.S. only) or 301-897-1709

E-mail: DAIDSRSCSafetyOffice@tech-res.com

Fax: 1-800-275-7619 (U.S. only) or 301-897-1710

Mail: DAIDS Safety Office, 6500 Rock Spring Drive, Suite 650, Bethesda, MD 20817

Access to RSC

Instructions for DAERS and necessary documents can be found on the RSC website
http://rsc.tech-res.com/safetyandpharmacovigilance/
You can access the RSC website by clicking on RSC from the horizontal menu bar.

DAIDS
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Using Common Functions

There are standard features used throughout DAERS Site
Enrollment Module. The following sections provide
descriptions of these features and their use.

Using Fields

The following are the field types used within DAERS Site

Enrollment Module and a description of each, along with

the attributes associated with a field and instructions on

how to use the field.

e Smart Search — As you type in a field marked with
the Smart Search icon, the system searches through
the database for the best match. You can select a
match from the drop-down list and edit the text. If
there is no match, the text turns red. When you
leave the field, the text turns black.
Tip: Press the space bar to display the first 100 values in the
drop-down list.

e Text Box — A single line rectangular box in which
you can type text or select from smart search.

e  Text Area — A multiline rectangular box in which
you can type text, such as comments or description.
In the large text areas, as you type information,
DAERS gives you a running count of remaining
characters just below the text area.

e (Asterisk) — Displays next to a required field.

e ! (Exclamation point) — An indicator that the value
you entered or selected is incorrect. Correct the
entry or click Save to view the error message.

e ToolTip — A pop-up appears for three seconds when
you hover the cursor over a field, providing the
definition or other pertinent information for the field
or column label. Can also display for links and pop-
ups.

Using List of Values

A List of Values (LOV) displays items that form a long list

from which you select a value for a field. Usually, an LOV

is used when the list is too long to display in a drop-down
list. Although there are LOV fields where you can select
multiple values at a time (check boxes), most require only
one value (option button). Also, some LOVs provide
search functions to help you find the value you need faster
than scrolling through the list.

Within an LOV dialog box, you can:

Search for a Value

I.  Click E next to the field. The List of Values displays
in a dialog box.

2. Click the Filter by j and select an option to filter
by. The value selected further refines the LOV (List of
Values) results. Example: Organization Name.

3. Type the specific values you are searching for in the
text box next to the Filter by field.

4. Optional: Click Add more search criteria.

DAIDS
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An additional drop-down list and text box displays in
the LOV dialog box for you to filter your search.
Refer to the section below "Add Additional Search
Criteria" for more details in using this feature.

Click . The search results display only those
LOV results within the postal code 21771.

v

Select an Item

Whether you use the search function, do one of the
following to select an item in an LOV:

*  Select an option of the value needed.

*  Select a check box of the value(s) needed.

Click Close.

The selected items display in the page field.

i

Horizontal menu bar.

Runs a query based on your
selections.

Removes contents from fields on a
page.

Clear

E Modify an individual record.

it
Inactivates a person or deletes a

Inactivate report.

L

(=8 m
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=

M

-

Add New Person Creates a new person record.

Download list of all DAERS users
for a site in an excel sheet.

User Information Report ]

. Go to previous screen.
< Previous

Returns the information in the
fields to the previously saved
Restore value. If no values have been
saved, the fields will be reset to
their default values.

Save G Next> Save and go to next page.

Displays the current request
details.

View Current Reguest ]

Submit Al Submit all changes to the database

Close without saving to the

Discard database.

Using Common Functions
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’ Add or Edit Another Person ] Add/Edit another person

Export all details to an excel
sheet.

Export to Bxcal
Save Saves the record to the database.

Submits user ID and password to
access DAERS.

Login

Proceed with the current action.

| Cancel the current action.

Cancel
44 El Move back or forward one page.
s IE‘ Goes to the first or last page.

Drop-down lists the number of
pages within the table. Select a

|9 'I page number to display a specific

page (sometimes faster than using
the forward button).

Sort table column contents in

n u alphanumeric order. Hover over
the column heading to activate the
arrow icon.
o Closes the page or box from the

upper right corner of the page.

i Use check box to make selections.

o

SR DS
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DAERS User Roles Matrix

The DAERS recognizes the "Role" and associated site studies of each user when you first log on to the system and
organizes the information accordingly. The following Roles are available in the application:

DAERS User Roles

USER ROLE FUNCTIONS/TASKS

Site study staff responsible for creating EAE reports. Have the ability to create and check a report for

Reporter . .
completion, search, and view reports.
Study Physicians have the ability to create, sign, submit EAEs to RSC, search and view reports.
Note: In order to use the DAERS, each study physician at your site must:
e Provide a signed copy of the “21 CFR Part || — Attestation and Agreement for Electronic
Submitter Signatures”

e  Be listed on the appropriate FDA Form 1572 or Investigator of Record Agreement.
Updates to any of these forms must be forwarded to the RSC.

AIDS
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DAERS User Maintenance

Addlng Users to DAERS
The CRS Leader or CRS Coordinator must request
access for site staff using the Site Enrollment Module
in DAERS for all protocols with EAE reportability to
DAIDS. They must provide the User’s name, contact
information (e-mail, phone, fax) and the DAERS role
by protocol.

Note: While submitting a registration packet in the DAIDS
Protocol Registration System (DPRS), you can use the Person
Information screen to specify the list of personnel (e.g., sub
investigators, loRs) associated with a study, and to indicate
who requires Reporter and/or Submitter access to DAERS.
This screen is only accessible when completing the following
submission types: Initial, Change in loR, Updated 1572, and
Updated loR Form. Upon approval of the submission by the
PRO, the Person Information screen is locked and cannot be
modified.

2. All new users must complete DAERS training.

3. In addition, the following requirements apply per role:

a. Reporters
Will only have access to report EAE’s on
protocols that have at least one Physician
who also has access to submit EAEs on
those protocols.
b. Submitters

i. Must mail an Electronic Signature attestation
form to RSC. To expedite access, an
electronic version of the document will be
accepted with the understanding that the
hard copy is mailed. Access will be revoked
if the hard copy is not received within 2
weeks.

ii. Must appear on the 1572 or loR Agreement
forms that is currently on file with the RSC.
RSC will verify the site’s request for
submitters against the documents the site
has filed with RSC. If updates to the 1572
are required, the form must be provided to
the RSC in accordance with the current
Protocol Registration standard operating
procedures.

Maintenance of DAERS Users

Note: CRS Leaders and CRS Coordinators will not be able to
request access to a new protocol until the protocol
registration for that site is approved. Such approval is granted
in the Protocol Registration module.

Also, note that while submitting a registration packet in the
DAIDS Protocol Registration System (DPRS), you can use the
Person Information screen to indicate who requires Reporter
and/or Submitter access to DAERS. This screen is only
accessible when completing the following submission types:
Initial, Change in loR, Updated 1572, and Updated IoR Form.
Upon approval of the submission by the PRO, the Person
Information screen is locked and cannot be modified.

BAIDS
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CRS Leaders and CRS Coordinators are responsible for
maintaining their DAERS User’s Information through the
Site Enroliment Module. This includes the following
scenarios:

a. If additional people join the organization, sites
must follow the process to add users to DAERS.

b. When a site registers to a new EAE reporting
DAIDS protocol, the CRS Leader or CRS
Coordinator must request access for the users
who have been identified for the role of
Submitter or Reporter for that particular
protocol, and submit the associated
documentation to the RSC. (Physician Electronic
Signature Attestation Form - If the submitter is
not a current user of the DAERS system)

c.  When a user leaves the site’s organization or no
longer requires access to DAERS, the CRS
Leader or CRS Coordinator is responsible for
notifying DAIDS-ES Support to remove the
user’s rights by using the DAERS Site Enrollment
Module.

d.  When a site deregisters from a protocol, contact
DAIDS-ES Support. All communication should
include site ID and site name.

DAERS User Maintenance
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Enrolling and Updating Site Staff in DAERS

Note: Entering information into the Site Enrollment Module
constitutes a request submission to the DAIDS-ES Support.

I.  The CRS Leader/CRS Coordinator can submit a
request to DAIDS-ES Support for addition of
authorized staff requiring access to DAERS. They will
provide the Names, Contact Information, Roles
(Submitter or Reporter) and applicable Protocols for
each user of the DAERS application.

2. The CRS Leader/CRS Coordinator can also submit a
request to DAIDS-ES Support for modification to
Names, Contact Information, Roles (Submitter or

Viewing the Persons at a Site

Before making changes to a Site’s enrollment, it is usually
necessary to review the persons who are already present
in DAIDS-ES for the selected Site. The New Request
screen lists all Sites available so that you can view a list of
the persons at the Site who are currently present in
DAIDS-ES. You have the option to export the list to
Microsoft® Excel or you can view the User Information
Report for a site which contains detailed site personnel
information for DAERS.

To Access the New Request Screen
I.  From the DAERS menu bar, click Person > New
Requests. This will display the New Request screen.

New Request

carch to vicw al the porsons akthe Site whi e cumendy enrcliod in OIS Advers Exparience Reparting Systen (LAERS
‘il Haw Parsia”
], cho: Bl

i b "ser Information Rizpart”
15-E5 Suppord fiw mulliphe chawges in your St persoanel. The sebrmitled request will be reviewesd and

Figure |1: New Request (Select Site) Screen

To View Persons at the Site

|. If user is associated with more than one site, select a
Site ID from the drop-down list else the default site is
selected.

2. For users associated with more than one site, click
Search to narrow results.
The New Request screen lists the persons enrolled at
the Site. The red exclamation mark (') next to a
record indicates that changes have been created for
that person in draft.

P

£
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Reporter) and/or applicable Protocols for a person
associated with their CRS/Organization.

The CRS Leader/CRS Coordinator can also submit a
request to DAIDS-ES Support to inactivate a person’s
account in DAIDS-ES.

DAIDS-ES Support and DAIDS RSC Safety Office will
review and process the submitted request. Once the
processing is complete, DAIDS-ES will be updated
with the requested changes and an e-mail notification
will be sent to the site.

Note: Click on Clear to clear selection, return to previous
screen and start all over again.

Optional: To export the list to Microsoft® Excel, click
Export to Excel.

The View Associated Persons report displays.
Optional: To view a list of all DAERS users associated
with the selected site, click User Information
Report.

The DAERS User Information Report displays in
Microsoft® Excel. The report displays a list of users
associated with the selected Site, the users’ contact
information, and the protocols to which they have
access in DAERS.

Note: You can submit a request to DAIDS-ES Support for

multiple changes in your Site personnel. The submitted request
will be reviewed and processed by DAIDS-ES Support.

New Hequest Welcome Thola Dennie

Pascn  RSC

tion,

“Inactlvate”
chek “User Information Report”

sitiple changes in your Site pevsonned. The submitted request will be reviewed and

Slte 102 [31447 . CapRISA Umbila CRS @

Searcn Char
nddnempenon || s laformaton iasat |

!« You have a request 10: 2023 which ks in draft
Role {Title)

F-mall Address Assoclation Status Action
[

My

Sltw 10| Parscn Mame

1 31447 Koleka P, Misana C

31447 Thola Genres CRS Cocrdnator benniedukzn.aczal

Exportto B

Figure 2: New Request (View Persons at Site) Screen
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S |CRB Leader
31447| Tnola Bennic Jersc

bennic@ukzn.ac.zal | Active

Figure 3: View Associated Persons Report
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Figure 4: DAERS User Information Report
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Adding a New Person for a Site

Adding a new person to a site in DAERS is a four-step

process:
¢  Enter the new person’s name and contact
information.

e Select the role the person will have in DAERS.
¢ Select the protocols for the assigned DAERS role.
e Review and submit the request.

To Enter Name and Contact Information

I. From the DAERS menu bar, click Person > New
Requests.

The New Request screen displays by default.

2. If user is associated with more than one site, select a
Site ID from the drop-down list else the default site is
selected.

3. For users associated with more than one site, click
Search to narrow results.

The New Request screen lists the persons enrolled at
the Site. The red exclamation mark (!) next to a
record indicates that changes have been created for
that person in draft.

Note: Click on Clear to clear selection, return to previous
screen and start all over again.

4. Click Add New Person.

The Person Information screen displays.

5. Enter the name, contact information, and role of the
person associated with your Site in the fields
provided.

6. Click Save & Next> to save the information that
you have entered and proceed to the Assign DAERS
Roles screen or <Previous to return to the New
Request screen without saving.

Fields prefaced with a red asterisk (¥) indicate a required field.

Person Information Fields

FIELD DESCRIPTION

Select an option from the drop down

Prefix list in this field.

Type in the first name of the person

*First (Given) Name in this field

Type in the middle name of the

ALCEIS O person in this field.

*Last (Family)
Name

Type in the last (family) name of the
person in this field.

ALDS
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Person Information Fields

FIELD DESCRIPTION
Click on the list of values icon to
Degree select a Degree obtained by the

person being added.

Type in the job title or position
currently held by the person being
added in this field.

Title (position)

*Association Role Select a Association role with site

with Site from the drop down list.
Type in primary phone number of the

“Phone | person in this field. Enter extension
number if any, in the Ext.: field.
Type in secondary phone number of

Phone 2 the person in this field. Enter
extension number if any, in the Ext.:
field.

*E-mail | Type in primary E-mail address of the
person in this field.

E-mail 2 Type in secondary E-mail address of
the person in this field.

Comments Type in comments in this field.

New Request Walome Thela Bennie

“Edit”

Inactivate
site, click “User Information Report™
Note: You can submil & reguest lo DAIDS- £S5 Suppovt for mulliphe changes in your Sile personnel. The subvmilled reguest will be reviewed and
processed by (AIDS-ES Support

¢ Seweh Cer

pwryr——

At M e,

To view 3

Lt

Figure 5: New Request (View Persons at Site) Screen
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Person Information

Bewpuet 10 3003

Prefic: [Fraay

“First [Glvm) Nesse:
Maddle Mo

*Lnst (Family) Nimn:

Degres: 1)

Tithe: {psitian}:

the Site: [5

*Pheanl: Fad;
Phoand: Ext
il
el
Commants: |

<o Fara

St Blowts

Figure 6: Person Information Screen

To Select the Person’s DAERS Role

. From the Assign DAERS Roles screen, select the role
the person will have in DAERS.

2. Click Save & Next> to save the information that
you have entered and proceed to the Assign
Protocols screen or <Previous to return to the
Person Information screen without saving.

Notes:

. If no selection was made for DAERS roles, then review
the current request screen will display on click of Save
& Next>.

. If no roles are selected, the system provides a

confirmation pop-up.
. Ensure the selection of Submitter role is based on the
site staff listed on the 1572/loR form.

. For the requested role of Submitter, the site is required
to submit a complete electronic attestation form to
DAIDS RSC safety office.

. CRS Leader/CRS Coordinator have reporter access to all
EAE reporting protocols the site is registered to.

RIS | Help | Logatt

Assign DALRS Roles

Division oF AIDS

Fégson_RSC
Site Il: 1144 Request 1Dz 2023
-, e th vl have in DAERS. If there & gigting information, dick “Save & Nexts"
Wote: Unsedecting a rofe will revoke the correspandling access fn MAFRS.
DAERS Roles

r

<Ferdos Recoze

Save BNee>

Figure 7: Assign DAERS Roles Screen

To Select the Protocols for the Assigned DAERS

Role

. From the Assign Protocols screen, select the
protocols for the assigned DAERS role by clicking >
or click the >> button to add all protocols at once.

ALDS
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To unselect protocols, click < or click << to remove
all protocols at once.

2. Click Save & Next> to save the information that
you have entered and proceed to the Review
Current Request screen or <Previous to return to
the Assign DAERS Roles screen without saving.

Assign Protocols

Request 10: 200

ar the aangred DAERS rels by cheiang 5 (or 55 1 sslest 3} To i

g protecol will revoke the comespanding acoess for a profocol to

[DAIDS-ES Component: DEESE (B Higaming]

nle: [Eker FAR Reparts
arte:

A R any site stafl who will enter and rev

the person currently has access In DAERS,

Rube: Tntsr, Reveew and Submt TAL Regorts [Submitier]
A Submitter is amy study physician who will ultimately submit and electronically sign EAE reparts
vin the: DAERS 3 usre: 1o ncbad the ssbmitiers based off the persans lnted oa the
1673/ 1580

Frotocels

S Restoe | | Sevesnets |

Figure 8: Assign Protocols Screen

Note: If you cannot find the protocol for the assigned role,
this may be due to the following reasons:

. Your site is not registered to the protocol yet.
. The protocol is not EAE reporting.
. DAIDS is not the sponsor of the protocol.

If your site is not registered on the EAE reporting protocol
you wish to select, you can go to the Protocol Registration
module to submit your site registration packet. While
completing the registration packet, you will be able to use the
Person Information screen to specify which staff at your site
require Reporter and/or Submitter access in DAERS for that
protocol. However, this screen is only accessible on certain
submission types: Initial, Change in loR, Updated 1572, and
Updated IoR Form. In these cases, the screen will be a
mandatory step.

To Review and Submit the Request

The Review Current Request screen displays all changes
requested for the Site that are not yet submitted to
DAIDS-ES Support. The user can make further updates to
these changes.

I.  Choose from the following options:

* To edit the changes associated with a person in
this list, click the name of the person under the
Person Name column.

=  To remove the changes associated with a person
in this list, click Discard.

®= To add more changes to this request, click Add
or Edit Another Person.

=  To view all the changes being requested by the
site, click View Current Request. The

Enrolling and Updating Site Staff in DAERS
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Changes to Site Personnel for DAERS Report
displays in PDF.

*  To submit the request to DAIDS-ES Support for
processing, click Submit All.

:g-g'lse_‘ﬂr!nence
‘? £e - Heview Current Hequest
Livision ok AIDS

Persan REC —
Site ID: 31447 Reguest I0: 2023

Ta edit the Ine item, dick the name of the parsan under the “Person Name™ column.
2 e, dlick on the "Dlscard” button.
chek on “Add or Edit Anather Persan” button.

PRISA Umbilo CRS  alex Miner  Investigatoralexgeniner.com add
APRISA Umbslo CRSKpleka P, MissanaCRS Leader mbsanak Guken.ac.zalUpdate

[ e vt et | [ sobezat | [ addon et avother s |

Figure 9: Review Current Request Screen
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Editing a Person’s Information

The steps for editing the information for a person
associated with your Site in DAERS are similar to adding a

new person:
o  Edit (if necessary) the new person’s name and contact
information.

e  Edit (if necessary) the role the person will have in
DAERS.

e  Edit (if necessary) the protocols for the assigned
DAERS role.

e Review and submit the request.

To Edit a Person’s Information

I. From the DAERS menu bar, click Person > New
Requests.

The New Request screen displays by default.

2. If user is associated with more than one site, select a
Site ID from the drop-down list else the default site is
selected.

3. For users associated with more than one site, click
Search to narrow results.

The New Request screen lists the persons enrolled at
the Site. The red exclamation mark (') next to a
record indicates that changes have been created for
that person in draft.

Note: Click on Clear to clear selection, return to previous
screen and start all over again.

4. Click the Edit button next to the person whose
information you want to update.

The Person Information screen displays.

5. Update the name, contact information and role of the
person associated with your Site in the fields
provided.

6. Click Save & Next> to save the information that
you have updated and proceed to the Assign DAERS
Roles screen or <Previous to return to the New
Request screen without saving.

7. Continue with the procedures described within the
“Adding a New Person to a Site” section on page 12
for selecting the person’s DAERS role, selecting the
protocols for the assigned DAERS role, and reviewing
and submitting the request.

Note: Unselecting a role will revoke the corresponding role in
DAERS. Also, unselecting a protocol will revoke the
corresponding access for a protocol to which the person
currently has access in DAERS.

o
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Node: You can submit 8 request o ftted request wil be reviewed and
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Ry
Person Information & Thela Berrs
Eegeast ID; 2007
Ente
*First [Ghvem) Nome:
T
“Last (Family) Nosee:
Degree: [ ;
R ——
* Assackation Role with the Site: =
Ext:
|
|
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Figure | 1: Person Information Screen
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Figure 12: Assign DAERS Roles Screen
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Figure 13: Assign Protocols Screen
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Section 18

Review Current Request Wikceme Thela Dannie

Request 10 2073

chok on “Add or B8l Another Person” button

7+ CAPRISA Umbidt CREEDIED P, HESINJCRS Ladr MEIN3kSUKEN 3¢ 231U

[oemcurennonmet | [Somti | [Addarkstimmiaiven |

Figure 14: Review Current Request Screen
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Section 19

Inactivating a Person
Inactivating a person will revoke their access from
DAERS.

To Inactivate a Person’s DAERS Access

I. From the DAERS menu bar, click Person > New
Requests.

The New Request screen displays by default.

2. If user is associated with more than one site, select a
Site ID from the drop-down list else the default site is
selected.

3. For users associated with more than one site, click
Search to narrow results.

The New Request screen lists the persons enrolled at
the Site. The red exclamation mark (') next to a
record indicates that changes have been created for
that person in draft.

Note: Click on Clear to clear selection, return to previous
screen and start all over again.

4. Click the Inactivate button next to the person for
whom you want to request removal of access to
DAERS or removal of access to an organization/site.
The Inactivate Person screen displays.

5. Provide a reason for inactivation in the field provided.

6. Click Save.

The Review Current Request Screen displays.

7. Choose from the following options:

=  To edit the reason for inactivation, click the
name of the person under the “Person Name”
column.

= To remove the line item, click Discard.

®=  To add more changes to this request, click Add
or Edit Another Person.

=  To view all the changes being requested by the
site, click View Current Request. The
Changes to Site Personnel for DAERS is
displayed in PDF.

=  To submit the request to DAIDS-ES Support for
processing, click Submit All.

New Request

ck "Edit"

To d site, cick, “User Information Report
Mete: You can submit a request o DAIDS-£S Support for multiple changes fn your Site personnel. The sutvnitted request will be reviewed and
processod by DAIDS- ES Supporl.

sive 102 [37347 -

Site 10| Person Mame .| Hobe (Tilke)

3]

Figure 15: New Request (View Persons at Site) Screen
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Figure 17: Review Current Request Screen
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Section 20

Viewing Requests
The View Requests screen lists all the requests created by g Adverse Experience
your sites. This screen will also display any requests J
submitted through the DAIDS Protocol Registration

S)’Stem (DPRS) W EAE s EAE Notification Recipients  RSC

View Requests
DivisioN OF ALDS

earch Person

Listed below are zll the requests created by your Site(s).

TO Access View Requests To view details of a request, click on the Request ID. Clicking on a request thaf

existing request.

I.  From the DAERS menu bar, click Person > View
Requests to display the View Requests screen.

Request ID
0293 - Makerere University- JHU Research Collaboration {MUJHU CA
L = View Requests Last . " Exportto Excel

W e search  essen  EAE Netfication Recipients  RSC

Figure 19: Request ID Numbers

ES

2. Review the request details.

3. An e-mail notification will be sent to the CRS
Coordinator/ CRS Leader when a request is in the
Submitted, Completed, or *Completed status.

To View All the Changes Submitted by the Site

. From the View Requests screen, click the Request ID
for an entered request. This will open a PDF report
titled “Changes to Site Personnel for DAERS.” The
middle columns of the report display the current
value in the DAIDS-ES (“Currently in DAIDS-ES”)
and the changed value requested by the Site
(“Requested Information”).

Figure 18: View Requests Screen

Each request has a unique ID, along with a Site ID,
name of requestor, status, status date, and comments.
Possible values in the Status column include the
following:

= Draft — Request for changes for the site is yet
to be submitted to DAIDS-ES Support.

Changes to Site Personnel for DAERS

=  Submitted — Request for changes for the site ot 07 207 oo S Tt
is submitted to DAIDS-ES Support e e e s

* In Progress — DAIDS-ES Support is processing She s 10 Stk Ros0Raeh N, 11630404 U S
the request submitted by the site. —_—_— L

= Completed — DAIDS-ES Support has — - Semanet e fe
completed processing of the Request submitted e e {i che
by the site. o e i {rs ghange

= *Completed — DAIDS-ES Support has
completed processing of the Request submitted

Tha Change
Ms Change
b Change

by the site with some outstanding issues. ::; Gt et [rEmtcsen T
e FATe £ o "
Furthermore, the DAIDS-ES Comments field displays iAo ook
comments entered by the DAIDES-ES Support team for ":ETH::

that Request ID.

Optional:If you like, you can click Export to Excel to
view the details in an Excel spreadsheet.

To View Details of a Request

I. Click the Request ID of the desired request. (If you
click on a request that is in the Draft status, you can
make changes to it.)

ALDS

Enterprise System
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Section 20

Figure 20: Example of a “Changes to Site Personnel for DAERS” PDF

The PDF also includes a column for displaying the
following request types:

= Add: Request to add a new value

=  No Change: Keep the existing value

= Update: Request to change to an existing value
= Delete: Request to remove an existing value

Figure 21 below displays an example of how the PDF will
look when a request is to “Inactivate” a site staff. deleted.

Changes to Site Personnel for DAERS

Request ID: 2004 Request Status: Draft
Request Date: 3/31/2010 4:40:59 PM (GMT-05:00) Eastern Time (US & Canada) Requested By: Stacy Carroll
Site Name: Massachusetts General Hospital ACTG CRS SiteID: 101

Site Address: 55 Fruit Street ACTG, Cox 628,Boston. MA. 02114,United States

Inactivate Person(s) - Name Reason for Inactivation
Eric 5. Rosenberg Mo longer at the site

Report Date: 31-Mar-2010 2.49:58 PM (GMT-05.00) Easter Time (US & Canada)

Division oF AIDS

Page 1ol 1

Figure 21: Example of a “Changes to Site Personnel for DAERS”
PDF showing a deletion

Enterprise System
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