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On Jun 2nd, the CRADO published guidance on the lifting of the ORD administrative hold of non-critical, in-person interactions.  Each VA facility (Chief of Staff) is required to create a plan and submit a memo to ORD stating that the facility is ready to lift the administrative hold.  Once that memo is submitted to ORD, a 30 calendar-day “clock” begins.  It is important that your ACOS alert you when that document is submitted.  
All study procedures listed as COVID-19 exceptions as detailed on VA Central IRB Forms 127a, COVID-19, Reporting of Protocol Exceptions Due to COVID-19 Safety Precautions, will expire at the end of that 30 days.  
Below is some additional information that we hope will help you understand the potential impacts and requirements of this lifting of the ORD hold:
What if a study team would like to make the changes they submitted on the VA Central IRB Forms 127a permanent, or keep them as an option in their protocol procedures?
In order to make the changes permanent or have them as an option, a PI/SC amendment must be submitted to the VA Central IRB within 30 days of the first site participating in the study submitting the required admin hold lift memo to ORD.   If an amendment is submitted within this 30-day period, the exceptions can remain in effect at all study sites until the amendment is reviewed and approved by the VA Central IRB.  Then the exceptions will expire and all study teams must comply with the provisions of the PI/SC amendment.
What happens if the PI/SC does not submit an amendment?
If no PI/SC amendment is received within 30 days of the first site’s restrictions being removed, then the exception(s) automatically expire as follows: 
· PI/SCs will need to keep their LSIs informed as to whether an amendment will be or was submitted.   
· LSIs will need to keep the PI study team informed of when each site has lifted the restrictions.  
· For those sites that remain under admin hold restrictions even as other sites on the study resume normal protocol procedures, the exceptions can continue at those sites until each site removes the restrictions.  The exceptions will automatically expire 30 days from when the memo from each site lifting the admin hold was submitted to ORD.  

Note: For those studies in which each site submitted site-specific exception reports, the same guidance applies.  Unless a PI amendment is submitted that changes approved protocol procedures, all exceptions will expire within 30 days of the restrictions being lifted at each site. 
Do I have to contact the CIRB if I want the exceptions to expire?
No.  A notice does not need to be submitted to the VA Central IRB if the study team wants the exceptions to expire and the study to be restored to the IRB approved procedures that were in effect prior to the exception(s) being filed.
If I plan to continue the exceptions for the study and I do not file an amendment within the 30-calendar day timeframe, what should I do?
First, do not let this happen.  If it does happen, it is non-compliance and you need to report it as such and file the amendment immediately.
What if a local study site needs to maintain the restrictions beyond 30 days but the PI/SC did not file an amendment?
If for some reason a site needs to maintain restrictions beyond the 30 days, a regular exception report using VA Central IRB Form 127 will need to be submitted with adequate justification on why the precautions must continue and include the date when regular protocol procedures will resume.  This report must be endorsed by the PI/SC.  This endorsement can be in the form of a letter or e-mail indicating that the PI agrees with the continued precautions for that site for the specified limited time.
Does the PI/SC need to alert the CIRB when the first site removes the administrative hold restrictions?
No.  The VA Central IRB will receive updates from ORD on a regular basis as to what sites have removed research restrictions and normal research procedures are resuming.  
Does this guidance pertain to both ORD and non-ORD funded studies?
Yes.  The only difference would be if there was also some kind of sponsor hold.  The sponsor must also lift any hold before any procedures for which the sponsor placed a hold on could resume.
If you have any questions concerning the above guidance, please e-mail the VA Central IRB general mailbox at vacentralirb@va.gov.

