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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) world-wide studies. The focus of the 

application is to standardize findings, visit reports, and issues and corresponding responses across 

networks and non-networks. 

  

The Clinical Site Monitoring application provides the following key Clinical Site Monitoring 

information: 

 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 and sites. 

  

Various user roles are implemented within the CSM application. Not all tasks may be performed by 

all users. Please refer to the section, òCSM User Roles Matrix,ó on page 18 for specifics on the 

privileges of the various user types. 

  

What Can I 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 clinical site monitoring visits. CSM provides tools 

to identify and track monitoring visit schedules and assignment requests. These 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 I Access Clinical Site Monitoring?  
Users who have a NIH account will be able to access CSM from the DAIDS Portal 

(http://daidsportal.niaid.nih.gov/ ) directly from their browser upon logging into their system, as 

it utilizes single sign-on technology.  

 

Users who have a NIH network and e-mail user ID and password, but are accessing the portal 

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 through the following link: 

https://daidses.niaid.nih.gov/DeltaFlyer  

 
 

http://daidsportal.niaid.nih.gov/
https://daidses.niaid.nih.gov/DeltaFlyer
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Terms You Should Know  

Terms You Should Know  

TERM DEFINITION  

Visit Frequency  
Identifies the number of times an interim site monitoring visit will 

be performed within a year. 

Special Assignments  

Assignments that are requested by the DAIDS Staff in order to 

follow-up on issues/trends identified during site monitoring visits. 

These are addressed by the monitoring contractor in addition to 

the assignments performed during routine site monitoring visits. 

Pre-Visit Letter (PVL)  
Letter sent to the site informing them of the upcoming site 

monitoring visit. 

Announced Site Visit 

Work Order (AWOL)  

Includes all announced assignments that the monitor will be 

performing during a scheduled site visit. 

Full Site Visit Work 

Order  

Includes all assignments that the monitor will be performing 

during a scheduled site visit. 

Web Parts  

Web Parts are the basic building blocks of a portal. Each Web 

Part is a customizable component that consists of a title bar, a 

frame, and content. Since Web Parts are considered modular 

units of information, they are created in a standardized way that 

allows for flexibility and variety in use.  

Document Library  

Collection of all available site monitoring documents and other 

associated protocol documents, i.e., Report Templates and 

Guidelines, Quarterly Reports, Quarterly Assignments, etc. 
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Clinical Site Monitoring Support  

Obtaining Support  
To report a problem, make a suggestion or request regarding CSM, 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 US holidays). You may also submit a ticket request from 

within CSM 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.  

¡  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 from within 
CSM 

  

To Submit from CSM  

1. From within the application, go to the top right navigation bar and then point to Help. 

 

Figure 1: DAIDS-ES Support option 

2. Click DAIDS -ES Support  from the drop-down list. 

DAIDS-ES Support Submission Web page displays. 

 

Figure 2: DAIDS-ES Support Submission Web page 

 

To Report a Problem or Make a Suggestion  

1. Click one of the following links: 

 Report a problem  

 Make a suggestion or request  

The DAIDS-ES Support Submission form displays. 

mailto:DAIDS-ESSupport@niaid.nih.gov
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Figure 3: DAIDS-ES 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 number for 

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. 

DAIDS-ES Support Submission Web page displays. 

3. Click Search my tickets . 

The Search my tickets submission form displays. 

 

Figure 4: 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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£  Access the online help system  

  

From the top right navigation bar, point to Help , and then click one of the following: 

 [Page] Help  

Opens Help to the full CSM Help with the topic associated with the page in your current 

view. This is a full text version of the Help function that includes access to the Table of 

Contents (TOC), Index, Search, and Glossary features. 

 

Figure 5: [Page] Help option 

 CSM Help  

Opens Help to the full CSM Help with the Welcome page in view.  

 

Figure 6: Clinical Site Monitoring Help option 
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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 throughout the application. 

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 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, select an item, or add additional search 

criteria. 

To Search for a Value  

1. Click  next to the field, as shown in Figure 7 below. 

 

Figure 7: Example LOV 

2. The List of Values displays in a dialog box. 

 

 

Figure 8: LOV dialog box 

3. Click the Filter by  and select an option to filter by.  

The value selected further refines the LOV results. Example: Site ID. 

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

5. Optional: Click Add more search criteria . 

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 "To Add Additional 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 in Figure 8 on page 9. 

2. Additional search options display in the LOV so you can further narrow your search. 
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Note: The Add additional search criteria link becomes the Remove additional search 

criteri a link once selected. 

To Select an Item  

1. Whether you use the search function or not, do one of the following to select an item in an 

LOV (as shown in Figure 8 on page 9): 

 Select an option of the value needed.  

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

2. Click Close. 

The selected items display in the page field. 

 Using Wildcards (%) 

Use the wildcard feature to shorten search queries and return more results. Within the DAIDS-ES 

applications, in all text boxes on any search page, you can use the percent sign (%) as a wildcard for 

searching.  

To Use a Wildcard in Searches  

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

characters. 

 For example: Type %lon to find last names ending with lon. 

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

characters. 

 For example: Type wo% to find institution names beginning with wo.  

 

 

Figure 9: Wildcard Search Example 

 Middle characters of the record : Insert a wildcard on both sides of the characters.  

 For example: Type %health% to find all records with the word health somewhere in the 

record. 

Navigating  
The following sections describe what the navigation features are and how to 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. 
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Navigating within a Datagrid  

Datagrids and LOVs display information 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 DAIDS-ES application's 

default displays 10 rows per page. 

 

 
Figure 10: Datagrid Sample 

 

You can navigate within tables and/or LOVs throughout the DAIDS-ES applications as follows: 

 Move forward one page. 

 Move back one page. 

 Move forward to last datagrid page. 

 Move back to first datagrid page. 

 
Drop-down list that lists the number of pages within the datagrid. 

You can select the page number from the drop-down list to 

display a specific page (sometimes faster than using the forward 

button). 

 Sort column contents in alphanumeric order. Either up or down 

arrow may be present. Hover over the column heading to 

activate the arrow icon. 
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Using Page Elements  
These common elements enable you to move quickly through the pages to select or type values 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 DAIDS-ES applications and a description of each, which 

also provides instructions on how to use the field. Also listed are the attributes associated with a 

field that provide you online guidance in completing/filling in a field correctly. 

 

 
A square box that appears beside an option that acts as check box. Select the 

check box to place a check mark in the box. Clear the check box to remove 

the check mark. 

 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 or 

description. A counter control tracks how many characters you are typing. 

* (Asterisk) Displays next to a required field. 

! (Exclamation 

point) 

An indicator that the value you entered or selected is incorrect. Correct the 

entry or click Save to view the error message. 

ToolTip  ñ 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 display information for links and pop-ups. 

Using Buttons and Icons  
The following are the buttons and icons used within DAIDS-ES applications and a description of 

what the button or icon does. 

 Returns to application Home page.   Closes the dialog box. 

 Selects from a list of values dialog box.  
 

Moves to previous record. 

 Selects a value from a drop-down list.  
 

Moves to next record. 

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

 Opens a Report page.   Submits a record. 

 Displays a record for review.  
 

Saves the data. 

 Displays in Microsoft® Excel format.   Deletes the record. 

 Displays in PDF format.   Allows frequency to be reviewed. 
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Displays Work Order Checklist.   Indicates that user acknowledged and 

reviewed the documents. 

 Displays record history.   Projected visit status. 

 
Mails a record.  

 
Planned visit status. 

 Indicates that notification has been 

sent. 

 
 

Completed visit status. 

 Displays Record Review Tool.  
 

Waived visit status. 

 Deletes a record.   Cancel visit status. 

 Invokes help.  
 

Waiver requested visit status. 

 Adds a record.   Rescheduled visit status. 

 Deletes a record.   Confirmed site visit. 

 Uploads a file.   Cancellation requested. 

 Prints the page or file.  

 

Closes the Edit Pane. 

Using Calendars  
Calendar fields in the DAIDS-ES applications provide you a pop-up 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.   

 

Figure 11: Pop-up Calendar 

 

To Select a Date from a Calendar Field  

1. Click  to open the Calendar  dialog box. 
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2. Click  or  in the Month  and Year  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. The Calendar  dialog box closes and the date you selected populates the Date  field. 

Note : You must select a day of the month to close the Calendar  dialog box. 

  

Uploading a File  
In many instances, a DAIDS-ES 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 the Choose File  dialog box. 

 

Figure 12: Browse button (Upload Document screen) 

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



Section 3  

 15  Using Common Functions 

 

Figure 13: Choose File Dialog Box 

3. Select a file from the open pane view to display in the lower File Name  field. 

4. Click Open  to upload the file. 

 

Using Reports  

 

Figure 14: 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 heading  to activate the ascending  or descending  arrow icon. 

 Search results can be quickly viewed by clicking page controls  to move 

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

the top. 

 Above the Search results, select Acrobat (PDF) file  from the drop-down list 

 and click Export  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 may span many pages.  

 

The following table describes the different ways you can navigate within report tables: 
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Navigating within a Report Table  

BUTTON  DESCRIPTION  

 
Move forward one page. 

 
Move back one page. 

 
Move forward to last report page. 

 
Move back to first report page. 

 
Click the drop-down arrow to change the way you view the page. 

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 box and click Find  to locate the text in the 

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

 

Click the drop-down arrow to view the report in another format 

(e.g., TIFF file, Acrobat PDF file, Web archive, or Excel). 

 
Refreshes the information on the page. 

 
Prints the page or file. 

 

Click to activate the ascending  or descending  arrow icon 

and sort in ascending or descending order. 

 

To Print a Report  

To print a report, click the Print button  while viewing the report. 

 

Alternatively, you can view the report in PDF view and then print it. To do this, perform the 

following steps: 

1. Select Acrobat (PDF) file  from the drop-down list  and click 

Export  to export the results of the search to PDF format. 

2. When prompted, select Open  to open the PDF. 

3. From the File menu, click Print . 

To Export Report Data  

1. Above the Search results, select Excel from the drop-down list 
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 and click Export  to export the results of the search to a 

Microsoft® Excel spreadsheet. 

The File Download  dialog box opens. 

 

Figure 15: File Download Dialog Box 

2. Click Open  to view the results in an Excel spreadsheet. (You can also click Save to save 

the results to a file location to view later.) 

The data is exported and opens in MS Excel. 

3. Optional: Print, Search, Save and other types of actions can be taken in MS Excel (outside of 

CSM) to manipulate the data. 

4. Select File  > Exit  from the menu to close MS Excel and return to the DAIDS-ES 

application. 

To Search within a Report  

Type text in the text box  and click Find  to locate the text in the report. 

Click Next  to move to the next occurrence of the text. 
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CSM User Roles Matrix  

Role 

The DAIDS-ES system recognizes the "Role" and associated sites of each user when you first log on 

to the system and organizes the information displayed in the Home and Search pages accordingly. 

  

The following Roles are available in the application:  

CSM User Roles  

USER ROLE DEFINITION  FUNCTIONS/TASKS  

CTU User  

Responsible for viewing reports 

and issues for their CRS in the 

system for overseeing monitoring 

activities at their sites 

1. Receive Email Notifications of Pre-Visit 

Letter and Site Monitoring Reports 

2. View alerts 

3. View site visit documents 

4. View issue resolution 

5. View templates 

CRS User  

Responsible for performing non-

pharmacy site monitoring tasks in 

CSM 

1. Receive Email Notifications of Pre-Visit 

Letter and Site Monitoring Reports 

2. View alerts 

3. Acknowledge site visit reports 

4. Perform Issue Resolution 

5. View site visit documents 

6. Access templates 

Pharmacy User  

Responsible for performing 

pharmacy-related site monitoring 

tasks in CSM 

1. Receive Email Notifications of Pre-Visit 

Letter and Site Monitoring Reports 

2. View alerts 

3. Perform Issue Resolution 

4. View site visit documents 

5. View Site Visit Summary report 

6. Access templates 

ICC User  

Responsible for performing site 

monitoring tasks in CSM (for 

INSIGHT CRSõs only) 

1. Receive Email Notifications of Pre-Visit 

Letter and Site Monitoring Reports 

2. View alerts 

3. View site visit documents 
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CSM User Roles  

USER ROLE DEFINITION  FUNCTIONS/TASKS  

4. Perform issue resolution 

5. Access templates 

DMC User  

Responsible for viewing site 

monitoring data in CSM (for 

INSIGHT CRSõs only) 

1. View alerts 

2. View site visit documents 

3. View issue resolution 

4. Access templates 



Section 5  

 20  Site Monitoring Work Flow 

Site Monitoring Work Flow  

 

Figure 16: Clinical Site Monitoring Work Flow Diagram 


