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CHAPTER 1: IMPORTANT TIPS FOR SUCCESS 

 

• All users need to use UCD credentials to log into the portal. 
• VPN access is required to access and use this portal. 
• Users can update the notification email in the portal to a different email, if preferred. Email  

CCTSI.Helpdesk@ucdenver.edu to request this update.  
• All study visits should be grouped if the study procedures are exactly the same. Consider the 

need for identical services for CTRC nursing, Pharmacy, and Core Lab at each visit. 
• All providers added to the nursing form must have University of Colorado Privileges 
• If a core is not required for a certain visit- leave the form blank and unsaved 
• When making requested edits to nursing/pharmacy/core lab forms, ensure all edits for all cores 

are completed before submitting for review 
• The chat function should be used as the primary communication within the portal regarding all 

questions and edits 
• The chat does not generate any notifications to the CTRC, only a submission of orders will 

generate notifications 
• To submit an amendment or change to orders, navigate to the “need help” tab to find the 

amendment/change tile and submit the request form 
• When submitting an amendment or change, do not delete any visits.  

o Amendments/changes:  
 Do Not Delete any initially submitted visits as this is considered part of the “order 

set”.  
 Make changes and amendments only to the applicable visits.  
 Add new visits as part of the amendment as needed.  
 When the changes needed have been made, all original unchanged visits must be 

submitted with the newly updated visits as a ‘complete order set’. 
 Provide details in the chat of the changes made to each visit 

• If you have any questions regarding the portal, technical issues or study startup questions, 
please email CCTSI.Helpdesk@ucdenver.edu 
 

 

 

 

 

 

 

 

mailto:cctsi.helpdesk@ucdenver.edu
mailto:cctsi.helpdesk@ucdenver.edu
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CHAPTER 2: REQUESTING PORTAL ACCESS 

 

A. CTRC Study Startup Portal can be accessed via CTRC services overview page. The portal link, 
and all the information and updates will be posted here. You can bookmark this important page. 

                  https://cctsi.cuanschutz.edu/resources/ctrc/services/services-overview 

B. Logging into the Adult CTRC Study Startup Portal: 
a. Access the Portal Link on the CTRC services webpage 
b. Log into the portal using UCD credentials only  
c. VPN access is required for using the portal 
d. CHCO users needing to access this portal will also need to login with UCD credentials 
e. If you are unable to login, proceed to Step C 

 
C. Requesting Access to the Portal  

• Go to the CTRC Services Overview page  
 

• This will lead you to the area that has the Access Request form for the portal. Complete this 
REDCap form. Once the Adult CTRC admin has processed the request, the study team will be 
notified.  
 

 
 

• To make updates to user access like adding new users to a protocol, complete same 
access request form shown above. There is an option to update users. Adult CTRC admin will 
notify study team when the new users have been added to a protocol.  
 
• Scheduler and CTRC Data Folders access 

The above redcap form applies not only to the Adult CTRC Study Startup Portal, but also provides 
access to CTRC Scheduler and CTRC data folders (for Nutrition, Echo, and Core Lab data). You 
may utilize this form to request access to these CTRC programs.   

 

 

  

https://cctsi.cuanschutz.edu/resources/ctrc/services/services-overview
https://cctsi.cuanschutz.edu/resources/ctrc/services/services-overview
https://cctsi.cuanschutz.edu/resources/ctrc/services/services-overview
https://cctsi.cuanschutz.edu/resources/ctrc/services/services-overview
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CHAPTER 3: NAVIGATING THE PORTAL 

 

Home Screen 

 

 

A. My Protocols 
All protocols that a user has access to are listed under the ‘My Protocols’ tab. For each protocol 
listed the following can be viewed: 
• COMIRB number 
• Study Title 
• Assignment or role (this will be designated as ‘Study team’ for PI, Co-PIs, and coordinators) 
• Doctors Orders Status (indicates if the orders are in draft mode, needing changes, review 

mode, or complete) 
 

 
 

B. Need help? 

This tab opens a new window with key resources 

• Adult CTRC Study Startup Portal resources like 
o Portal Access Request form 
o Portal Change Request form (includes amendments) 
o User training materials like User manual and User Video 
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• Need more help? - This tab is to address any questions that do not get covered in the resources 
posted on the portal or this user manual. Users can email the CCTSI.Helpdesk@ucdenver.edu 
inbox with additional queries.  

 

C. Notifications 
• On the top right corner is the Notification bell icon. All notifications coming in from nursing, 

core lab, or pharmacy will populate here.  

 

 
• The notification lists the senders' name, their role, protocol number, and action taken. 
• Clicking on a particular notification will take the user directly to that protocol to take further 

action as needed. 
• To remove notifications from the list, select “x”  

 
D. Search Bar 

Enter the protocol number in the search bar. The protocol will be listed below if found. 

 

 

E. Protocol Details View 

In my protocols, click on a protocol and the Protocol Details will be on the right top of the screen.   

 

mailto:cctsi.helpdesk@ucdenver.edu
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This view shows the key protocol details like COMIRB number, study title, and study type 
(Investigator or industry-initiated). 

 

 

 

 

This view also displays the Principal Investigator details as shown below 

 

 

You can also see various personnel across different teams allocated to work on this protocol by 
scrolling to the bottom. 
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F. Orders View 

 

Within the orders view you can see the status bar within the Orders section indicating the status for 
various cores involved 

 

 
 

 
 
 

• This status indicates the core is still reviewing the orders    

                            

• This status indicates that the core is awaiting changes from the study team  

                                     

• This status indicates that the core has approved the orders    
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G. History Log 
This view allows users to track the progress made on orders for a particular protocol 
chronologically from new to old. The log includes sender names, roles, action taken, and any 
additional comments made. This is an at-a-glance view of all actions taken on a given set of 
orders. 

 

 

 

H. Study Visit Screen 
• The relevant cores for the protocol will have their specific form within each study visit. 
• From this area users can complete the forms for each core 
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CHAPTER 4: BUILDING STUDY VISITS 

 

A. Nursing 
a. My Protocols 

i. Select “My protocols” tab to view all protocols assigned to you 
 

 
 
 
 

*If your protocol is not displaying, navigate to the “Need Help?” tab and select “Access Study 
Startup Portal resources button”. This will take you to Access request form to get access to 
specific protocol.  

 

 

 
b. Select your protocol, or enter the COMIRB/title within the search function 

 
 
 
 
 
 
 
 
 

 

 



   

 

10 

 

• Select Start New Visit 

 

 
c. Name the Visit- Ensure you are grouping orders that are exactly the same 

 

 

NOTE: In the event a visit is incorrectly named, 2 options are available: 

• If the visits already contain data entries: select “start a new visit”, then select 
“Yes” to Clone a New Visit. Then the original incorrectly named visit can be 
deleted. 

 

• Delete the visit by selecting the visit. Then select “delete order set”. 
 

 

• Select the visit name to enter each form 
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d. On the left, review the current forms for the requested cores for this clinical trial 
 

 
 
 
 

e. Select the first form you would like to complete 
i. Adult CTRC Nursing Form, Pharmacy, CTRC Core Lab Forms 

1. A form must be completed for each department for each visit 
a. If Core Lab or Pharmacy forms are populated but are not needed 

at this study visit, leave blank. 
b. If a form for a required core is not populated, and required for the 

study, contact the CCTSI.Helpdesk@ucdenver.edu 
2. Fill out all fields with required entries. Pay close attention to gray 

placeholder text providing specific prompts for details needed. 
a. All providers listed must have current University of Colorado 

privileges 
b. You must complete all fields on each form to save; however, this 

will be saved as a draft and can be returned to later for 
completion. Placeholders can be used if information is not 
available at the time of completion 

3. When complete, press save at top right. This is not a submission, only a 
saved draft. 

4. The arrow at the bottom right will take you back to the top of the form 

mailto:cctsi.helpdesk@ucdenver.edu
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f. At any time, the Chat function can be used to ask questions or provide additional 
information 

i. Note: the chat function does not send notifications 
 

 

 
 
 

ii. Users can initiate a new conversation by clicking on the ‘+ New Thread’ icon.  
iii. User can view the role of who has posted the chat to be sure before replying. 

 
 
 

 
 

• To start a chat, state the Visit number or name so that it is easy for the cores to reply 
accordingly.  

• You can start a new thread for each visit or each core so that it is easy for them to reply back 
within the thread.  

• To reply to a chat, keep the reply within the thread to avoid confusion.  
• You can use “expand replies” feature to view all replies on a specific topic.  
• Chat feature is an excellent way to share important notes about the orders to help cores review or 

answer any queries within this shared portal. 
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g. Delete Order Set 

i. This function will delete all forms within the visit and cannot be undone 
ii. This should not be used in the event of amending or changing orders- all original 

orders should be kept in addition to the changed/amended orders 
 

 
 

 
 
 

h. Select arrow next to “Go Back to all CTRC Orders” to add new visits and/or submit 
i. Repeat process from Step C to enter additional visits 

 

i. To submit for review, select “Submit Order Set” to submit all visits 
i. Note: Selecting the “Submit Order Set” will submit all orders for Pharmacy, Core 

Lab, and Nursing  
ii. Blank forms will not be sent 

 

 

 

j. The History Log will display all status updates 
 

k. The status bar will also show updates throughout the process 
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l. Once orders are submitted to each department, they will be reviewed and may be 
returned for additional changes. Study teams will receive email notification of 
changes needed to the orders. The chat feature will be utilized to provide edits 
required. Each core may request additional changes on a different timeline. 

i. For example, nursing may review early in the week and request changes. Core Lab 
may review later in the week and request changes. 

ii. Individual forms for each core will unlock to allow changes to occur if requested. 
iii. Enter each set of orders to make required updates 
iv. Select “Submit CTRC Order Set” when all requested edits across all core forms 

have been completed. 
 

m. Once all orders are approved, the documents will be entered into DocuSign for final 
signatures and approvals 

i. A final copy will be provided via DocuSign to all parties (including study 
coordinator) 

 

 

n. Within the portal the study will be marked as completed 
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SECTION 4.1:  NURSING FORM TIPS  

B. Read through gray placeholder text first, before typing entry, to confirm what specific 
details to provide in each free text box. The text will return upon removal of entry. 
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C. Examples of Completed MD Order Tables 

 

 



   

 

17 

 

SECTION 4.2:   CORE LAB FORM TIPS  

 
• Complete core lab form for each individual visit 
• Leave blank if a certain visit does not have core lab samples 
• If the Lab Manual was uploaded in Oncore with other protocol documents then select Oncore 

below, if not, then email the Lab Manual to CTRCCoreLab@cuanschutz.edu 
• Within the Core Lab Form, indicate whether the study is  

Industry-Initiated or Investigator-Initiated 
 

A. For Industry-Initiated Studies 
 Laboratory Manual Acknowledgment 

 This acknowledgment confirms that the laboratory manual has been shared 
through Oncore or sent to the shared Core Lab email. 

Important: Before attaching or forwarding any laboratory manual: 
 Confirm that the document contains sample processing instructions 
 Do not assume a file titled "Lab Manual" includes processing instructions 

• In some cases, sponsor documents may only contain Collection 
instructions, Shipping instructions, General study information 

 Processing instructions may be included in a separate PDF as a table 
 

 Sample Analysis Requirement 

If "No" is Selected: No additional information is required. Click Save. The CTRC Core 
Lab section is complete. 

If "Yes" is Selected: Complete the following information for each analyte: 

 Time Point (could be hours or minutes examples): 0,30, 60 minutes or 1, 2, 3 hrs 
 Assay Name:  

 Avoid using acronyms alone. 
 Whenever possible, enter the full assay or analyte name to ensure the 

request is clearly communicated 
 To add entries, click Add Row 
 Preferred Sample Type: 

 If no preference: enter NO 
 If a preference exists: specify the analyte and preferred sample type. 

• For example: insulin, serum 
 This is important because some analytes can be measured using more 

than one sample type (for example: plasma or serum). 
 After completing all fields, click Save. 

  
 
 
 
 
 

mailto:CTRCCoreLab@cuanschutz.edu
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B. Investigator-Initiated Studies 

 
 Question re: Exact Copy of Another Protocol  
 This option should only be used when the study is essentially a continuation or 

duplicate of a previously approved study, and the information can be copied 
directly. 

 If "Yes" is selected: provide the referenced COMIRB number 
 If "No" is selected: Provide: 

• Time Point – Include minutes or hours 
• Assay Name- Use full assay or analyte names whenever possible. Do not 

rely solely on acronyms. This helps ensure requests are communicated 
clearly and accurately. 

• Hold Analysis designation- Samples will be processed, aliquoted, then 
stored without analysis until Study team pickup for storage at an 
alternative location until samples are ready to be returned to the lab and 
analyzed. This option clarifies that samples should be “on hold” for 
analysis so the study team will pick up samples until time of analysis. 
Reasons for samples to be on hold is for batch analysis or for funding 
confirmation. If some analytes are on hold and others are not, create 
separate rows so the distinction is clear. 
 

• Important Note: CTRC Core Lab will no longer hold samples 
designated as "Hold Analysis" during the study enrollment and 
collection period. Study Teams need to store these at an alternate 
location till ready for analysis. 

 
 

 To add rows, click Add Row. 
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 Preferred Sample Type – This is commonly used when continuing a previous 
study, comparing results across studies and maintaining consistency with prior 
collections. 

• If no preference: enter No 
• If a preference exists: Specify the analyte and preferred sample type. For 

example: insulin, serum 
• This is important because some analytes can be measured using more 

than one sample type (for example, plasma or serum) 
 

 Samples Processed for Use Outside the CTRC Core Lab (PI Samples)-   
 Definition: These samples are processed but not analyzed by the CTRC Core Lab. 

They are stored separately from Core Lab analysis samples.  
 The study team is expected to retrieve these samples within one month of the 

collection date. 
 If "No" is Selected: Click Save. The CTRC Core Lab section is complete. 
 If "Yes" is Selected: complete the table with following information:  

• Time Point- Include the unit of measure like minutes or hours. 
• Sample Type- select from the drop down 
• Number of Aliquots- select from the drop down 
• Volume per Aliquot - Enter the preferred volume for each aliquot. A 

common selection is 500 µL (microliters) 
• To add entries, click Add Row. 

 

 

 Final Step - Review the information for accuracy 

 Click Save. 
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SECTION 4.3: CURP OR UCH-IDS PHARMACY TIPS  

 
a. It is important to include PRN (as needed/emergency) medications for any medication 

administration completed by the CTRC Nursing team with the potential for reaction. 
o Include indication for the medication, for example: 650mg Acetaminophen 

oral once for fever 
b. Reference the CTRC policy regarding Hypersensitivity Protocol IP & OP for specific 

medications and recommendations for reactions 
c. Leave pharmacy form blank if a certain visit does not have pharmacy needs. 
d. Refer to the grey text below while completing the pharmacy form. 

UCH PHARMACY FORM 

 

 

 

 

 

https://olucdenver.sharepoint.com/:f:/r/sites/cctsi-clinics/Shared%20Documents/Adult%20CTRC%20Standard%20Operating%20Procedures/Adult%20CTRC%20Nursing%20User%20SOP%27s%20%26%20Documents%20(External%20Only)/Hypersensitivity%20Protocol%20IP%20%26%20OP?d=w5de0a1809254465a9288dcc584b5515f&csf=1&web=1&e=d72ihE
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CURP PHARMACY FORM 
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24 

 

CHAPTER 5: AMENDMENTS & CHANGES 

 

• Go to the CTRC Services Overview page  
• This will lead you to the area that has the Change request form for the portal. Complete this 

REDCap form. Once the Adult CTRC admin has processed the request, the study team will be 
notified.  

 

a. Provide all details within the form including if an official amendment has been submitted and 
detailed description of the changes requested and rationale for the changes.  

b. CTRC admin will make the protocol available in the portal to allow for changes and amendments. 
c. Log into the Portal and begin to make changes to the visits. Begin from Chapter 4 Section E 
d. Important- Must Read for amendments/changes: 

a. Do Not Delete any initially submitted visits as this is considered part of the “order set”.  
b. For example: 3 visits below, only visit 2 needs to be updated. Update visit 2 and submit all 

visits as a set. 
 

 
 

c. Make changes and amendments only to the applicable visits affected by the 
change/amendment.  

d. Add new visits as part of the amendment as needed.  
e. When the changes needed have been made, all original unchanged visits must be 

submitted with the newly updated visits as a ‘complete order set’. 
f. If a visit name needs to be changed, select “start new visit”, then select “clone” visit. 

Rename the new visit name and delete the original. 

https://cctsi.cuanschutz.edu/resources/ctrc/services/services-overview
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g. Create a chat notifying the nursing team of what visits have been changed/added and 
what exact changes have been made.  

h. The rest of process of orders finalization and Docusign will be same as during the original 
set of orders.  
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CHAPTER 6: COMMUNICATION & NOTIFICATIONS 

 

a. The notification email can be updated in the portal to an alternate email if preferred. Email 
the CCTSI.Helpdesk@ucdenver.edu to request this change. 
 

b. The portal will send email notifications to the study team when: 
• Changes are needed 
• Core reviews are completed 
• The study visits are approved and sent for DocuSign 
• The study visits are signed and finalized 

 
c. The chat function should be used as a primary means to communicate questions and edits 

needed within the orders, or updates in the process.  
• Review the chat upon entering each study in the portal 
• The chat function does not send any notifications 
• Details for utilization of the chat can be found in Chapter 4 
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