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OBJECTIVE:

To describe the process to assist investigators with the submission process for IRB-HSR protocols.

BACKGROUND:

Protocol Development Coordinators (PDC) serve as a resource for the protocol submission process.  The following steps outline the general procedures used; however, involvement in protocol preparation will vary depending on the needs and experience of the individual investigator.  

PROCEDURE FOR PROTOCOL CONSULTATION:

1. Initial consultation may occur by phone, e-mail or in person. 
· During the initial consultation determine the needs of the investigator.  
· When appropriate, offer a telephone conference or in person meeting with the investigator.  
· Determine if the investigator or member of the study team making the initial contact has completed CITI training and registered for protocol builder. 

2. Protocol Builder Questions
· Provide instruction to the investigator regarding how to create a new protocol in Protocol Builder. 
· Remind the investigator to answer all questions and complete all sections including Personnel, Sponsors and Auxiliary Info. 
· Assist investigator with the protocol builder questions as needed, including discussion of protocol review type, study population, consent waiver, etc. 
· If the investigator is new to Protocol Builder, or is otherwise determined to need additional assistance, instruct the investigator to notify the Protocol Development Coordinator when they have answered all the Protocol Builder questions and completed other applicable sections. 

3. Protocol Builder Question Review

· Check Progress to determine that all necessary information has been entered.

· Review the questions with the investigator to ensure questions are answered correctly so that the correct template is generated. 
· If  the investigator has already answered the questions/templates and sent them electronically for review:

· Send an e-mail to the investigator, listing the questions for which answers may need to be changed.  Review the process for changing the answers and generating a new Cover Sheet.
· If the templates are affected by the changes to the questions, create updated templates and attach them to the email, including instructions to use the new protocol templates.  

· Instruct the investigator on how to create the template documents from Protocol Builder and complete the protocol/ consent. 

· Instruct the investigator to confirm that all personnel listed on the study have current CITI training.  All personnel must have up to date training at time of pre-review submission. 
· If the investigator is new to Protocol Builder or is otherwise determined to need additional assistance instruct the investigator to email the completed  Protocol Cover Sheet/Non- UVa protocol ( if applicable) ,IRB protocol or IRB application, consent form and any other applicable documents such as questionnaires/ screening logs to Protocol Development Coordinator.
4.  Initial Receipt of Electronic Documents
· Open and read email.  Determine what the researcher is requesting. 
· Remove the email  from the inbox 
· If a new submission- create a new file under U drive: IRB/IRB-HSR/Protocol Development/PI’s last name,first name/submission #.  In each file save applicable documents  e.g. Cover Sheet, IRB Protocol or IRB Application, Non- IRB Protocol, Consent, etc .  Name each document with submission #_ document name_version date. 

· If the email contains follow up information for a previous submission- save documents in applicable files.  

· Throughout the review process save an electronic version of all relevant emails in the protocol file. 

5.  Review Documents
· If the submission has not been previously reviewed by the IRB - see step # 3.  

· Use the track changes tool for all suggested edits to the investigator drafts. 
· When review is complete, save the revised documents and any relevant emails in the protocol’s electronic file. 

Cover Sheet
· Verify if all personnel have completed CITI training.  If not, or if any investigators training will expire, notify investigator and send e-mail with the web site’s link to the instructions for completing the training.  Note: the department chair and administrative contact are not required to have active training.
Protocol:

· Create submission template from Protocol Builder and compare to the protocol submitted to make sure all necessary sections are present and complete.  If sections are missing, copy template wording into the draft protocol, inserting a comment instructing the investigator to complete the section. 
· Remove unnecessary sections or template wording.  This includes directions (in italics), subsequent questions after a “no” response to an “if yes…” question, and non-highlighted sections when a sponsor protocol is present.
· Insert comments as needed- providing instruction for suggested changes.
· Make sure responses are adequate.  Insert comments requesting more/less information as needed.

· Look for inconsistencies with Protocol Builder questions (updating responses as necessary).  Insert comment for investigator to address if a section is unclear.

· Edit, correcting spelling and grammar as needed.
· May wish to discuss unique issues regarding consent or protocol review type with colleague performing pre-review and/or IRB director

· May refer to applicable Administrative Pre-review Checklist for additional issues to consider.

Consent(s):
Note- depending on the state of the protocol, assistance with consents may need to wait until the protocol issues have been addressed.
· Create submission template from protocol builder and compare to consent to make sure all necessary sections are present and complete. 
· If sections are missing, copy template wording into the consent with a comment for the investigator to complete.
· Remove unnecessary wording.  This includes directions (in italics) and irrelevant sections.
· Read through consent, using track changes and adding comments in the body of the consent.
· Make sure all sections requiring investigator entry are complete (in bold and italics) and formatted correctly.

· Make sure descriptions are adequate, use non-technical language and limit the use of acronyms.  Make comments requesting more/less information as needed.
· Make sure procedures, risks and compensation described in consent are consistent with protocol.  Insert comments for investigator to address if unclear.

· Edit, correcting spelling and grammar as needed.
· Verify that appropriate signature lines are included

· May refer to Administrative Pre-review Checklist for additional issues to consider
Miscellaneous Items
· If a screening log will be sent to the sponsor, review to make sure it is in fact a screening log and not an enrollment log-you are checking to make sure that all HIPAA identifiers are removed.  

· Review any ancillary documents such as a questionnaire, paying attention to any sensitive information that is being collected, as this may affect the review type.

6.  Email comments and tracked documents back to study team

· Title of email: Review draft for submission #0000
· Depending on the study team and the amount of revisions that need to be made, either stipulate each change for the protocol and consent or ask the study team to refer to the comments and track changes in the document.

· Use the template below for the email.  General Items should include things such as personnel who have not yet completed training, additional items needed such as PRC, GCRC, SOM CTO approval, Radiation Safety

· If the protocol requires SOM CTO and/or PRC approval, send a copy of the email to the SOM CTO Director and the PRC Coordinator as needed.
· Any change that is not specifically noted in the tracked changes version of the document should be very clearly described in the email.  If there is any question as to what is being done- a phone call should be made to the study team to clarify prior to sending the email.  
· Attach to the email the tracked changes versions of any applicable documents from the U drive. 
Please review the attached documents for comments and suggested edits.
Using these attached [version date] versions and with TRACK CHANGES TURNED ON, accept or address changes and  send the revised documents back to me via email.   
You are not yet authorized to conduct this research project.  This means that at this time you are not able to start any recruitment or screening procedures or conduct any study related procedure.  
Receipt of revisions and comments from Study Team:

· Review the documents. 

· If changes have not been made, send an email back to the study team- noting the items which have not been addressed. If there is confusion and the items to be changed cannot be specifically outlined- contact the study team by phone to discuss- then send email.  Repeat step 6.  
· If all changes were made to the protocol /consent- accept all changes and save the electronic version of the documents under the submission # folder. 

· Use the email template below to notify the investigator and provide instructions on how to submit to the appropriate pre-review email.  If protocol is Exempt, instruct investigator to submit hard copies. 
Your documents are ready for pre-review submission. 
If applicable, remind of need to submit to PRC/Radiation Safety/ SOM CTO/Material Support Services

Please follow the directions for pre-review submission at http://www.virginia.edu/vpr/irb/hsr/submit_protocol.html
 If expedited insert:  After going to directions please click on #4- Directions for an Expedited Review Protocol.
 If full board insert:  After going to directions please click on #5- Directions for a Full Board Review Protocol.
Please carbon copy me on your email submission.
You are not yet authorized to conduct this research project.  This means that at this time you are not able to start any recruitment or screening procedures or conduct any study related procedure.  
