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Section 1

Introduction to Clinical Site Monitoring (CSM)

What Is Clinical Site Monitoring?

The Clinical Site Monitoring (CSM) application maintains clinical site monitoring information for
DAIDS (Division of Acquired Immunodeficiency Syndrome}ld-wide studies. The focus of the
application is to standardize findings, visit reports, and issues and corresponding responses across
networks and nometworks.

The Clinical Site Monitoring application provides the following key Clinical Site Migjtor
information:

e Site visit plan (projected visit) and site monitoring calendar (actual visit),
Scheduling activities and monitoring assessments
Audit trails,
Visit findings and conclusions version history, and
Correspondence tracking between DAIDS antksi

Various user roles are implemented within the CSM application. Not all tasks may be performed by
all usersPleaserefet 0 t h e GSK tJsei Rolas,Matjx 6 o nl8forapgaifics on the
privileges of the various user types.

What Can | Do with Clinical Site Monitoring?

The CSM system enables DAIDS staff and collaborators to enhance and improve the scheduling,
conduct, and reporting of information relating to dtial site monitoring visits. CSM provides tools

to identify and track monitoring visit schedules and assignment requéstse tools also assist with
the resolution of issues identified during site monitoring visits

Who Is Clinical Site Monitoring Inte  nded for?

The system is intended for the DAIDS staff and collaborators involved in monitoring DAIDS clinical
trials.

How Can | Access Clinical Site Monitoring?

Users who have a NIH account will be able to accesMfrom the DAIDS Portal
(http://daidsportal.niaid.nih.gov/ ) directly from their browser upon logging into their system, as
it utilizes single sigan technology.

Users who have a NIH network andmail user ID and password, but are accessirgpbrtal
outside of the DAIDS or NIAID offices may use CITRIX to access the DAIDS Portal remotely.

Users who do not have access to the DAIDS Portal through a NIH account, but have been granted
access outside NIH can access Clinical Site Monitoring ttrdg following link:
https://daidses.niaid.nih.gov/DeltaFlyer

i 1DS
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Section 1

Clinical Site Monitoring

DIVISION OF AIDS

Terms You Should Know

Terms You Should Know

TERM DEFINITION

Identifies the number of times an interim site momitay visit will

VI HTEEEEY be performed within a year.

Assignments that are requested by the DAIDS Staff in order t
follow-up on issues/trends identified during site monitoring vis
These are addressed by the monitoring contractor in addition
the assignments performed during routine site monitoring visi

Special Assignments

Letter sent to the siteinformingthem of the upcoming site

Pre-Visit Letter (PVL) monitoring visit

Announced Site Visit Includes all announced assignments that teaitor will be
Work Order (AWOL) performing during a scheduled site visit.

Full Site Visit Work Includes all assignments that the monitor will be performing
Order during a scheduled site visit.

Web Parts are the basic building blocks of a portal. Each Wel
Part 5 a customizable component that consists of a title bar, ¢

Web Parts frame, and content. Since Web Parts are considered modulat
units of information, they are created in a standardized way tt
allows for flexibility and variety in use.

Collection of all available site monitoring documents and othe
Document Library associated protocol documents, i.e., Report Templates and
Guidelines, Quarterly Reports, Quarterly Assignments, etc.
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Section 2

Clinical Site Monitoring Support

Obtaining Support

To report a problem, make a gigestion or request regarding CSM, contact DAIES Support

directly by telephone, fax, or-mail. Live assistance is available 8:30 A.M. to 5:30 P.M. U.S. Eastern
Time, Monday through Friday (excluding US holidays). You may also submit a ticket reguest fr
within CSM through a DAID&S Support Web page. Once you contact DAIBS Support, you will
receive a confirmation-enail with a unique ticket number.

i Contact Information for the DAIDS  -ES Support Desk

Phone: (1) (866) 3371605 (toll free USA), o(1) (240) 4992239 (Outside USA)
Fax: (1) (866) 3371606 (toll free USA), or (1) (301) 943242 (Outside USA)
E-mail : DAIDS-ESSupport@niaid.nih.gov
- Submit a Problem or Suggestion/Request orView My  Ticket Status trom within

CSM

To Submit from CSM
1. From within the application, go to the top right navigation bar and then point to Help
DAIDS-ES | Help | Logoff
Home Help |

Clinical Site Monitoring Help
DAIDS-ES Support

About Clinical Site Monitoring

Figurel: DAIDSES Support option

2. Click DAIDS -ES Support from the drop-down list.
DAIDSES Support Submission Web page displays.

& Reportt a problem

- Make a suggestion or request

ﬂ Search my tickets

Figure2: DAIDSES Support Submission Web page

To Report a Problem or Make a Suggestion
1. Click one of the following links:
e Report a problem
e Make a suggestion or request
The DAIDSES SupporSubmission form displays.

i 1DS
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Section 2

*Application:

*Problem Type:

@ Report a problem

Clinical Site Monitoring ¥

Select Problem Type

"Phone: [1-718-060-1010 |

L4 *E-mail: |mpurswam@bronxleb.org1 |

Severity: & Normal E-mail Receipt: & ves
OHigh OnNo
O Immediate
*Problem
Description:
Attach File:

Figure3: DAIDSES Support Submission form
2. Enter the required information into the submission form.
3. Click Submit .

An e-mail is sent that confirms your submission and gives you a ticket nufober
future reference

To View My Ticket Status
1. 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.
DAIDSES Support Submission Web page displays.
3. Click Search my tickets .
The Searchmy tickets submission form displays.

ﬁ Search my tickets (Quick)

Type of Search: @ Quick O Advanced

Ticket ID: |:| Customer's Name: Andrea Allin
Ticket Status: | Any v Application: | any v

Avolication _Status] severity | Subitted Date
40076 Andrea Allin Clinical Site 33;121!20083:16:08

Problem Logon Problem Monitoring

ClosedImmediate

Figured: Search my tickets submission form

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.
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Section 2

£ Access the online help system

From the top right navigation bar, point tdelp, and then click one of the following:
e [Page] Help
Opens Help to the full CSM Help with the topic associated with the page in your curr

view. This is a futlext versionof the Help functionthat includes access to the Table of
Contents (TOC), Index, Search, and Glossary features.

DAIDS-ES | Help | Logoff

Home Help
Clinical Site Monitoring Help
DAIDS-ES Support

About Clinical Site Monitoring

Figureb: [Page] Help option
e CSM Help
Opens Help to the full CSM Help with thé/elcome page in view.

DAIDS-ES | Help | Logoff
Home Help |
Clinical Site Monitoring Help

DAIDS-ES S —
Clinical Site Monitoring H
About Clinical Site Monitonng

Figure6: Clinical Site Monitoring Help option
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Section 3

Using Common Functions

Common functions enable you to use and move quickly through the pages. This section provides
information on the common navigation functions and page elements througiatpplication.

Using Lists of Values (LOV)

An 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 drdgwn list. Although there are LOV fields where

you @an 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 searfdr a value, select an item, or add additional search
criteria.

To Search for aValue

1. ClickEd next to the field, as shown iRigure7 below.
Site Name:| +|E

Figure7: Example LOV
2. The List of Values displays in a dialog box.

Site LOV
Filter by: Sice 0 O —

Add more search criteria

1 record(s) found

Site Network / Non- View Protocols at
seled S | sietame | MRERINOT | siteType $
Bronx-Lebanon Hosp. IMPAACT Clinical Research
O 6901 ceo IMPAACT Site Active

Figure8: LOV dialog box

3. Click theFilter by j and select an option to filter by.
The value selected further refines the LO®sults.ExampleSite ID.

4. Type the specifivalue you are searching for in the text box next to théter by field.

5. OptionalClick Add more search criteria
An additional dropdown list and text box displays in the LOV dialog box for you to filter
your search. Refer to the section below "To Addiditional Search Criteria" for more
details on using this feature.

6. Click Go.
The search results display only those LOV results that match your search criteria.

To Add Additional Search Criteria

1. Click the Add additional search criteria  link, as shown ifrigure8 on pageo.
2. Additional search options display in the LOV so you can further narrow your search.

Using Common Functions




Section 3

Note: The Add additional search criteria link becomes Bemove additional search
criteri a link once selected.

To Select an Item

1. Whether you use the search functiar not, do one of the following to select an item in an
LOV (as shown ifrigure8 on page9):
e Select an option of th value needed.
e Select a check box of the value(s) needed.
2. ClickClose.
The selected items display in the page field.
UsingWildcards (%)
Use the wildcard feature to shorten search queries and return more results. Within the DABS
applications, inlatext boxes on any search page, you can use the percent sign (%) as a wildcard for
searching.

To Use aWildcard in Searches

e Ending in a particular set of characters : Insert the wildcard to the left of the
characters.

e For exampl@ype%lon to find lasthames ending witlon

e Beginning with a particular set of characters : Insert the wildcard to the right of the
characters.

o For exampl@ypewo% to find institution names beginning wittm

Site LOV
Fiter by Ste Nane 0 —
Add more search criteria
1 record(s) found

Slte Network / Non- View Protocols at
s T s $

0 ss01 Bronx-Lebanon Hosp. IMPAACT IMPAACT Clinical Research
CRS

Sita Active

Figure9: Wildcard Search Example

e Middle characters of the record : Insert a wildcard on both sides of the characters.
o For exampl@ype%bhealth%to find all records with the worchealthsomewhere in the
record.

Navigating

The following sections describe what the navigation features ardawdo use them within a page
and within data grids.

Using Navigation Bars and Links

Use the navigation menu bars and menu page links to navigate between the different pages of the
application.

T 10 Using Common Functions
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Navigating within a Datagrid

Datagrids and LOVs display infeation that is specific to individual functions within the application.
For example, search results and various types of records display in datagrids. These datagrids have
many "pages" associated with them through which you can navigate. The IBSIBSptation’'s

default displays 10 rows per page.

Site LOV
Fiter b: 52 10 D —
Add more search criteria
911 record(s) found
Network / Non- View Protocols at
bood | O | seme | e | o0
O 1108 ACTG AIDS Community Health Ctr. ACTG CRS gm'ca' Research y +ive
Asociacion Civil Impacta Salud v Educacion - Clinical Research , . By
] 11301 ACTG, HPTN, HVTN Mirafiores, CRS Site Active [x‘;
Investigaciones Médicas en Salud - Clinical Research , .. =
O 11302 ACTS, HPTN INMENSA. Lince CRS Site fidave e\
00 103 ACTG Beth Israel Deaconess Med. Ctr., ACTG CRS gi'g_'ca' Research y vive B,
[] 2851 ACTG Beth Israel Med. Ctr., ACTU Clinical Research Phase B
Site Qut

O 104 ACTG BMC ACTG CRS gl'g_'ca' Research 40 B
] 30007 HVTN Brigham and Women's Hosp. CRS gm'cal Research ctive E{\
[] 2501 ACTG, MTN Case CRS gllég'ca' Research ) e B
O 11501 ACTG Chiang Mai Univ. ACTG CRS gl'g_'ca' Research 40 B
] 2705 Network Cook County Hosp. CORE Ctr. gilér;mal Research E{\

1 v

I |44 bbb

FigurelO: Datagrid Sample

You can navigate within tables and/or LOVs throughout the DAE3Sapplications as follows:

b Move forward one page.

“ Move back one page.

» Move forwardto last datagrid page.

- Move back to first datagrid page.

1w Drop-down list that lists the number of pages within the datag
You can select the page number from the drdpwn list to
display a specific page (sometimes faster than using the forwi
button).

& | Sort column contents in alphanumeric order. Either up or dow
arrow may be present. Hover over the column heading to
activate the arrow icon.

ALDS
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Using Page Elements

These common elements enable you to move quickly through the pages to selecteovdiyes for
fields and understand at a glance the function of each element, such as buttons.

Using Fields

The following are the field types used within DAHES applications and a description of each, which
also provides instructions on how to use thelfleAlso listed are the attributes associatetth a
field that provide you online guidance in completing/filimg field correctly

r A square box that appears beside an option that acts as check box. Select
check box to place a check mark in thex. Clear the check box to remove
the check mark.

i An option button selects one option from a group of mutually exclusive
options. Common term: radio button.

Text Area A multiline rectangular box in which you can type text, such as comments ¢
descripton. A counter control tracks how many characters you are typing.

* (Asterisk) Displays next to a required field.

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

ToolTip fi A pop-up ToolTip appears when you position the mouse cursor over a field. A ToolTip
displays for approximately three seconds and provides the definition or other pertinent information for the
field or column label. ToolTips can also d&gghformationfor links and popups.

Using Buttons and Icons

The following are the buttons and icons used within DAIBS applications and a description of
what the button or icon does.

" Returns to application Home page. ® Closes the dialog box.

ER| Selets from a list of values dialog bo: <= Moves to previous record.

j Selects a value from a dragown list. =  Moves to next record.

Adds a date (month, date, and year). E;  Clears the record.

&, Opens a Report page. BEd Submits arecord.

E| Displays aecord for review. M Savesthe data.

= Displays in Microsoft® Excel format. #  Deletes the record.

™ Displays in PDF format. [R§ Allows frequency to be reviewed.
i1Ds
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A Displays Work Order Checklist. hd [Indicates that user acknowledged an
reviewed the documets.

&l Displays record history. Projected visit status.

@  Mails arecord. 7  Planned visit status.

g2 Indicates that notification has been Completed visit status.

sent.

Er Displays Record Review Tool. a4; Waived visit status.

-~ Deletes a record. Cancel visit status.

7] Invokes help. @  Waiver requested visit status.

=4 Adds a record. Rescheduled visit status.

B2 Deletes a record. @  Confirmed site visit.

— Uploads a file. E] Cancellation requested.

= Prints the page or file Closes the Edit Pane.

Using Calendars

Calendar fields in the DAIDESapplications provide you a payp calendar from which to choose
the day, month, and year.

Note: If a Calendar field is present, you cannot type a date into the field.

'EDDB vIlJanuary vll

SiMITIW T F =
i s [ 1 (23|44 B
e 7 | 5 M 10 11 12
T 14 |15 |16 [17 [ 1 B
o 21 |22 |23 |24 |25
- EBEBEEEnEE
 EBEBEREEEE

Today: 09-Jan-2008

Figurell: Popup Calendar

To Select a Date from a Calendar Field
1. ClickE to open theCalendar dialog box.

ALDS
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2. Click Kl or B in the Month andYear fields to increase or decrease the month and year
values until the correct calendar displays.

3. You may also click and select the month and year values from the list.

4. Click directly on any day of the selected calendar view.

5. TheCalendar dialog box closes and the date you selected populatePtte field.

Note : You must select a day of the month tamsk theCalendar dialog box.

Uploading a File

In many instances, a DAIEES application may request documents, pictures, and/or other types of

files for you to upload into the application, such as a protocol document.

To Upload a File

1. Click Browse to open theChoose File dialog box.

@ DIvISION OF AIDS

Upload Document

Welcome Victor Manni

Document Library

* 1 Site Monitaring

Report

Site ID: 5301
Visit Status: Completed
Primary Monitor: Barbara Petrie

Site Name: Bronx-Lebanon Hosp. IMPAACT CR....

Visit ID: 2Q 2008 - V1
Co-Monitors:

Visit Type: Interim Site Monitoring Visit
Visit Date: 02-Jun-2008 to 08-Jun-2008

*Document Category:
Network/Non-Network:
* Document Version:
*Document Type:

* Document Status:

*Date Uploaded:

*Select File:

Select | »
Report ~
Select v

7/16/2008

B

(Browse . ] -

Document:

Comments:

*Date Reviewed: (7162005

*Reviewed By: |victor H. Manning %

Revision Comments:

Version History:
[ Delee ] [ Restore ] l CheckIn ] l Check Ot ] Badk

Document
Version

Visit Document
Category

Document

File Name Status

Quarter

Figurel2: Browse button (Upload Document screen)

2. Select a folder from théook in: drop-down list.

DAIDS

T 14 Using Common Functions




Section 3

@ |

Choose file @@

Look in: | _&My Computer j = E-

__J .};3‘;‘; Floppy (A

< Local Disk (1)

Recent b CD Drive (D)
S e Yolume (E:)

' % :Documentatwon on ‘ctisun, comiefs\homethome mid' (H:)
:Work on 'sun' (M3

Desktop ¥, Documentation an 'ctisun. com'efsiPstPST Mid' (0:)

% PracessDirector? an Elara’ [P

S8 view on 'Callsta’ (Q:)

2Epu on 'Sun' (X

S view on view' (1)

S Documentation Team Backup on 'aurora’ (2:)

ty Documents

-
J
59
My Computer
. r
My Metwork  File name: | j DOpen
Flaces
Files of type: [0 Files -4 ~| Cancel

Figurel3: Choose File Dialog Box

3. Select a file from the open pane wi¢o display in the lowelFile Name field.
4. Click Open to upload the file.

Using Reports

4 4 |1 of3 b Pkl 100% w Find | Mext Select a format |+ | Export k1| = |

Number of Records: 118

Site Visit Summary

Co-

gl MNo. Of Co- S
monitoring s

monitors

2 vVisit Dates = Visit 2 gj s  Site 2 Visit 2 Primary
" Quarter ©  Name Monitor

Figurel4: Report Sample
¢ Columns sort in ascending (A, B, C or 1, 2, 3) or descending (C, B, A or 3, 2, 1) order by

clicking the column heauy B to activate the ascendidz] or descendind=l arrow icon.

e Search results can be quickly viewed by clicking page col H, _ L to move

1 of 3

forward or backward, or selecting a page from the page cou that displays at

the top.
e Above the Search results, setéAcrobat (PDF) file from the drop-down list

Select a format ™| E4p0r g4 clickExport to export the results of the search to PDF
format.

To Navigate within a Report Table

Report tables display information that is specific to the types of reports you are viewing. These
tables nay span many pages.

The following table describes the different ways you can navigate within report tables:

i 1DS
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Navigating within a Report Table

BUTTON DESCRIPTION

Move forward one page.

I

y Move back one page.

N’ Move forward to last report page.

4 Move back to first report page.

L00% = Click the drop-down arrow to change the way you view the pac

Note : You may need to select Page Width or a size smaller than 100%
to view all columns of a page.

Type text in the text boc and clickFind to locate the text in the

el report. Click Next to move to the next occurrence of the text.

Click the drop-down arrow to view the report in another format
Select a format v | Bxport (e g TIFF file, Acrobat PDF file, Web archive, or Excel).

Refreshes the informeon on the page.

1]

Prints the page or file.
e pag

Click to activate the ascendisl or descendind=l arrow icon
E and sort in ascending or descending order.

To Print a Report
To print a report, click the Print buttor= while viewing the report.

Alternativel, you can view the report in PDF view and then print it. To do this, perform the
following steps:

1. SelectAcrobat (PDF) file from the drop-down list | S&lect a farmat [ Epart gng click
Export to export the results of the search to PDF format.

2. When prompted, selecOpen to open the PDF.

3. From the File menu, clidRrint .

To Export Report Data

1. Above the Search results, seldexcel from the drop-down list

i 1DS
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Select a format v | Bport gng clickExport to export the results of the search to a

Microsoft® Excel spreadsheet.
The File Download dialog box opens

]

Do you want to open or save this file?

@ Mame: Proposals_by Sites.xls
H

Type: Microsoft Office Excel 97-2003 Worksheet, 9.00KE

From: dsmnkstrs.niaid. nib.goy

+’ Open ][ Save ]| Cancel |

T | While files fram the Internet can be useful, some fles can patentially
\a harm your cormputer. IF you do not trust the source, do not open or
= zave thiz file. What's the risk?

Figure 15: File Download Dialog Box

2. Click Open to view the results in an Excel spreadshgatou can alsalick Save to save
the results to a file location to view latgr.
The data is exported and opens in MS Excel.

3. OptionalPrint, ®arch, Save and other types of actions can be taken in MS (@xtside of
CSM)to manipulate the data.

4. SelectFile > Exit from the menu to close MS Excel and return to the DAHBS
application.

To Search within a Report

Type text in the text box Find | Next and dick Find to locate the text in the report.
Click Next to move to the next occurrence of the text.

DiDS
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CSM User Roles Matrix

Role

The DAIDSES system recognizes the "Role" and associated sites of each user when you first log on
to the system and organizes tlieformation displayed in the Home and Search pages accordingly.

The following Roles are available in the application:

CSM User Roles

USER ROLE DEFINITION FUNCTIONS/TASKS

1. Receive Email Notifications of Pxasit

Responsible for viewing reports Letter andSiteMonitoring Reports
and issues for their CRS inthe 2. View alerts
SRS systemfor overseeing monitoring 3. View site visit documents
activities at their sites 4. View issue resolution
5. View templates
1. Receive Email Notifications of Pxésit
Letter andSiteMonitoring Reports
Responsible for performing nen 2. View alerts
CRS User pharmacy sé monitoring tasks in 3. Acknowledge site visit reports
CSM 4. Perform Issue Resolution
5. View site visit documents
6. Access templates

1. Receive Email Notifications of P¥ésit

Letter andSiteMonitoring Reports

Responsible for performing 2. View alerts
Pharmacy User Pharmacyrelated site monitoring 3. Perform Issue Resolution
tasks in CSM 4. View site visit documents
5. View Site Visit Summary report
6. Access templates

) ) ] 1. Receive Email Notifications of Pxésit
Responsible foperforming site ) o
o . Letter andSiteMonitoring Reports
ICC User monitoring tasks in CSM (for

| NSI GHT CRSO0s 03

View alerts

View site visit documents

ALDS
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CSM User Roles

USER ROLE DEFINITION FUNCTIONS/TASKS

4. Perform issue resolution

5. Access templates
) o 1. View alerts
Responsible for viewingjte ] o
o ) 2. View site visit documents
DMC User monitoring data in CSM (for o _

3. View issue resolution

I NSI GHT CRS0&6s o
4. Access templates

T
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Site Monitoring Work Flow

Figurel6: Clinical Site Monitoring Work Flow Diagram
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