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1.0 Terminology and Acronyms 

 

Term Definition 

BPMS Business Process Management System 

CRSS Clinical Research Support Services 

CTAS Clinical Trial Automated System – an application 
developed to assist the OCR-CRSS with improving 
the pre-award approval process for new, industry 
sponsored clinical trials (per the NIH definition) 
and intersects between OCR, OTT , IRB and 
Winship.  
 

Clinical Trials Active Study Query 
 

Query generated weekly from the OCR log; 
includes all new industry sponsored clinical trials 
within assigned date range. 
 

Duplicate Record Study with multiple records in the OCR log 

EPEX Emory Proposal Express – an application 
developed to assist in budget development, 
electronic routing, and institution approval 
related to extramural funding at Emory and is a 
necessary accompaniment to any Grant or 
Contract requiring Institutional endorsement. 

IRB Institutional Review Board 
 

Clinical Research Navigator 
 

Responsible for collection, upload, and 
management of clinical trial research data in the 
Clinical Trial Automated System (CTAS).  Tracks 
and reports monthly pre-award key performance 
indicators, including sponsor response times, 
escalation reports, and exception reports.  
Identifies and escalates any data driven gaps, 
trends, system or staff problems noted in the pre-
award approval process as they become evident, 
and coordinates and documents the management 
of the issues resolution process and ongoing 
enhancement efforts. Facilitates the generation of 
monthly, quarterly, and annual metrics through 
the CRSS Scorecard to measure the impact of 
services and programs.  
 

OCR Office for Clinical Research 

OSP/OTT Office of Sponsored Programs/Office of 
Technology Transfer 

RAS Research Administration Services 

SOP Standard Operating Procedure 
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2.0 Document Purpose 
The purpose of this SOP is to define the steps when completing tasks in CTAS. 
 
3.0 Scope 
This SOP applies to all new, industry sponsored clinical trials (per the NIH definition 
https://grants.nih.gov/policy/clinical-trials/definition.htm ) submitted to the OCR via EPEX.  These studies require 
tasks to be completed in the CTAS for real-time tracking and reporting performance metrics for all responsible 
departments that intersect in the pre-award process. 
 
4.0 Responsibilities 
The Clinical Research Navigator is responsible for completing all tasks in CTAS for facilitation and follow-up 
throughout the pre-award process once a week. 
 
5.0 Procedures 
Step 1: Track the RAS tasks within the Work Console  

1. Access the CTAS by logging into https://emory.lightning.force.com/  

using Emory University credentials.  

1.1 Once logged in, Salesforce displays all tasks that requiring completion for each pre-award 

department whether in Progesss or Staging 

 

1.2 Tasks can be tracked in the order by which a study typically follows through the Emory pre-award 

process: RAS, OCR, OTT, IRB, Office of Quality, and First Patient First Visit (FPFV).  

 

 

 

Winship Winship Cancer Institute - a cancer research 

center that provides cancer diagnosis, treatment 
and support for cancer patients. 
 

https://grants.nih.gov/policy/clinical-trials/definition.htm
https://grants.nih.gov/policy/clinical-trials/definition.htm
https://emory.lightning.force.com/
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2. Track RAS tasks by typing “RAS” in the search box within in CTAS. 

 

2.1 Studies that require tracking will appear as “Overdue”.  

 

3. Click on the blue hyperlink to open a study specific RAS task page.  

 

3.1 The study specific task page will open, displaying fields requiring data entry.  
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3.2 The following fields will be entered in the RAS task:  

• Date Submitted to EPEX 

• Date PI Certified in EPEX 

This information can be found via the Emory Proposal Express (EPEX) system.  

https://compass-

login.emory.edu/psc/fsprod/EMPLOYEE/ERP/c/NUI_FRAMEWORK.PT_LANDINGPAGE.GBL?httpredirect=tr

ue → Emory Self Service → Emory Grants → Emory Proposal Express 

4. Enter the EPEX number in the Proposal ID field with five preceding zeros. 

 4.1 Click “Search” at the bottom of the page.  

 
   4.2 The EPEX record for the specific study will open. Click “pending approval”.  

https://compass-login.emory.edu/psc/fsprod/EMPLOYEE/ERP/c/NUI_FRAMEWORK.PT_LANDINGPAGE.GBL?httpredirect=true
https://compass-login.emory.edu/psc/fsprod/EMPLOYEE/ERP/c/NUI_FRAMEWORK.PT_LANDINGPAGE.GBL?httpredirect=true
https://compass-login.emory.edu/psc/fsprod/EMPLOYEE/ERP/c/NUI_FRAMEWORK.PT_LANDINGPAGE.GBL?httpredirect=true
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4.3 The proposal status will be displayed. This is the information that will be provided in the CTAS 

RAS task page.  

• Date Submitted to EPEX = Most recent date of approval in the GM Department 

Approval box 

• Date PI Certified in EPEX = Date the PI certified the study in the GM Certification box 

 

4.3.1 Once these fields are populated with data, the Overall Status will be 

designated as “Complete” for the RAS task.  
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4.3.2 If there is no information to populate both of these fields, the Overall Status 

will be designated as “Active” and the task “saved for later”.  

 

4.4 Click “Submit”. The task will now be removed from the RAS task queue. The task will remain 

in the queue until the “Overall Status” is complete and the record is submitted.  

 

5. Continue steps 2-4 until all RAS tasks have been updated and none are listed as “Overdue” in the tasks      

              queue.  
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Step 2: Track the OCR tasks within the Work Console 

1. Access the OCR log by using the following pathway:  

 
2. Track OCR tasks by clicking “OCR Checklist” at the top of the CTAS Home Page. 

 

2.1 Studies that require tracking will appear as “Overdue”.  

3. Click on the blue hyperlink to open a study specific OCR task page.  

3.1 The study specific task page will open, displaying fields requiring data entry.  

  3.2 The following fields will be entered in the OCR task:  

• Assigned Lead Name  

• Date OCR Received  

• Date PRA sent to PI 

• Date Budget Sent to Sponsor 

• Date Completed 
4. Search the IRB number in the OCR log.  
5. Populate the fields in the OCR task page with the following information from the OCR log.  

• Assigned Lead Name = Project Manager 
• Date OCR Received =  Submission Complete 
• Date PRA sent to PI 
• Date Budget Sent to Sponsor 
• Date Completed 

 

5.1 Once these fields are populated with data, the Overall Status will be designated as 

“Complete” for the OCR task.  

5.2 If there is no information to populate both of these fields, the Overall Status will be 

designated as “Active” and the task “saved for later”. 

6. Click “Submit”. The task will now be removed from the OCR task queue. The task will remain in the queue 

until the “Overall Status” is complete and the record is submitted.  

7. Continue steps 3-6 until all OCR tasks have been updated and none are listed as “Overdue” in the tasks 

queue.  

 

Step 3: Track the OSP/OTT tasks within the Work Console 

1. Log into the OTT/OSP electronic tracking system (eCTS) or electronic grants tracking system (eGTS) using 

Emory University credentials 

https://osp.emory.edu/resources/systems/ects.html 

https://orawebprod.emory.edu/shared_web/secured_apps/ora_electronic_award_tracking/app_ora_ele

ctronic_award_tracking_show.php 

https://osp.emory.edu/resources/systems/ects.html
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2. Track OSP/OTT tasks by clicking “OSP- Federal or OSP- Industry”  at the top of the CTAS Home Page. 

2.1 Studies that require tracking will appear as “Overdue”. 

3. Click on the blue hyperlink to open a study specific OSP/OTT task page. 
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3.1 The study specific task page will open, displaying fields requiring data entry.  

3.2 The following fields will be entered in the OSP task: 

• Assigned Lead Name 
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• Date OTT/OSP Received 

• Date First Revision Sent 

• Date Negotiations Complete 

• Date CTA Sent to Sponsor 

• Date Fully Executed Contract Sent to Sponsor 

• Date File Sent for eNOA 
4. Search the EPEX number within eCTS on the home page.  

 
 
 
 
 
 
 
 

5. Click the hyperlink for the proposal ID to open the record.  

 
 

6. Populate the fields in the OSP task page with the following information from eCTS.  
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6.1 Once these fields are populated with data, the Overall Status will be designated as 

“Complete” for the IRB task.  

6.2 If there is no information to populate both of these fields, the Overall Status will be 

designated as “Active” and the task “saved for later”. 

7. Click “Submit”. The task will now be removed from the OCR task queue. The task will remain in the queue 

until the “Overall Status” is complete and the record is submitted.  

8. Continue steps 3-7 until all OCR tasks have been updated and none are listed as “Overdue” in the tasks 

queue.  

 

Step 4: Track the IRB tasks within the Work Console 

1. Log in to eIRB  

https://www.irb.emory.edu/index.html 

2. Track IRB tasks by typing “IRB” in the search box within CTAS.  
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2.1 Studies that require tracking will appear as “Overdue”.  

3. Click on the blue hyperlink to open a study specific IRB task page. 

 

3.1 The study specific task page will open, displaying fields requiring data entry.  

         3.2 The following fields will be entered in the IRB task:  

• Assigned Lead Name 
• Internal IRB 

o Date Received in the IRB 
o Date of Full Board Review 
o Date Submitted for Contingency Review 
o Date of Final IRB Approval 

• External IRB 
o Date Received in the IRB 
o Date Sent to External IRB 
o Date Final IRB Approval 
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4. Search the IRB number on the eIRB homepage.  
4.1. Click “Go” 

 

  
 
 4.2 Open the IRB record by clicking the study title hyperlink. 
 

5. Populate the fields in the IRB task page with the following information from the OCR log.  
• Assigned Lead Name 
• Internal IRB 

o Date Received in the IRB = Submitted by Department date 
o Date of Full Board Review 
o Date Submitted for Contingency Review 
o Date of Final IRB Approval 

• External IRB 
o Date Received in the IRB = Submitted by Department date 
o Date Sent to External IRB = Assign to owner date 
o Date Final IRB Approval 

 
5.1 Once these fields are populated with data, the Overall Status will be designated as 

“Complete” for the IRB task.  

5.2  If there is no information to populate both of these fields, the Overall Status will be 

designated as “Active” and the task “saved for later”. 

6. Click “Submit”. The task will now be removed from the OCR task queue. The task will remain in the queue 

until the “Overall Status” is complete and the record is submitted.  

7. Continue steps 3-6 until all OCR tasks have been updated and none are listed as “Overdue” in the tasks 

queue.  

Step 5: Track the Winship/Non-Winship tasks within the Work Console 

1. Track Winship/Non-Winship tasks by typing “Winship” in the search box within CTAS.  
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1.2 Studies that require tracking will appear as “Overdue”.  

*Note both Winship and Non-Winship studies will appear in this tasks. Office of Quality 

milestones, Winship milestones, and First Patient First Visit (FPFV) will be tracked within the 

Winship tasks.  

       2.  Click on the blue hyperlink to open a study specific Winship/Non-Winship task page. 

 

2.1 The study specific task page will open, displaying fields requiring data entry.  
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3. Enter the dates the studies were entered and completed in the Office of Quality database. This can be accessed 

via the Emory Healthcare intranet using healthcare login credentials.  

http://ehnotes3.eushc.org/enterprise/clinicaltrialtracking.nsf/LoginForm?OpenForm

 

4. Enter the date the First Patient First Visit date by information provided in the Emory Research 

Management System (ERMS).  

https://erms.emory.edu/ 

4.1 To access ERMS, use Emory University login credentials.  

 
4.2 Once these fields are populated with data, the Overall Status will be designated as        

“Complete” for IRB task. 

4.2 If there is no information to populate both of these fields, the Overall Status will be 

designated as “Active” and the task “saved for later”. 

5. Click “Submit”. The task will now be removed from the OCR task queue. The task will remain in the queue 

until the “Overall Status” is complete and the record is submitted.  

6. Continue steps 2-5 until all OCR tasks have been updated and none are listed as “Overdue” in the tasks 

queue.  

 

 

Step 6: Track the ‘Over-all’ Tasks with the CT Admin Console 

1. Click on CT Admin Console 

http://ehnotes3.eushc.org/enterprise/clinicaltrialtracking.nsf/LoginForm?OpenForm
http://ehnotes3.eushc.org/enterprise/clinicaltrialtracking.nsf/LoginForm?OpenForm
https://erms.emory.edu/
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2. Open the ‘Over all’ Task by clicking CT Admin  

 

    
 

 

 

 

 
3. Enter eNOA Issued Date 

Note: Project details and demographics fileds are pre-populated  

3.1 Once these fields are populated with data, the Overall Status will be designated as “Complete” for the 

Over-all task.    

 

3.2 Click submit study. 
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6.0 Training Log  

 

By signing below, I hereby acknowledge that I have read, comprehend and agree to comply with the 
attached SOP/IOP. 

Name 
 

Signature 
 

Version 
 

Date 

    
    
    

 

 
 
 
 
 
 
 



 Emory University Office for Clinical Research                                                                    OCR-CRSS-SOP-3.00 
Standard Operating Procedure                                                                     
                                                                    
 

Page 19 of 20 
 

 


