HRRC NEW POLICY HIGHLIGHTS:

Non-Compliance Closure Policy:
· Applies to research for which HRRC approval expires 

· PI sent a letter via email one day after study approval expiration giving notice of non-compliance closure; 

· Letter includes the following information:

· Asks PI to submit required paperwork (Reactivation Form or Closure Report)

· States that all research related activities must cease (violation of DHHS and FDA regulations, 45 CFR 46109(e) and 21 CFR 56.103(a)).

· Notifies PI that a written request to continue interventions on those research subjects for whom discontinuation of research would cause harm must be submitted to the HRRC within 2 business days of study expiration.  HRRC will review request and notify PI of decision or provide further instructions.

· If no response to the letter is received within 5 calendar days, a second letter will be sent to PI via email to explain implications from the lack of response (Dept. Chair will be copied on this notification); another 5 days will be allowed for submission of Reactivation Form or Closure Form.  (Provides a total of 10 calendar days post-expiration to respond and submit required paperwork to the HRRC office.)

· If no response is received within 10 calendar days of study expiration, the protocol will be scheduled for HRRC Full Committee review.  The Full Committee will conduct a “Compliance Review.”  The study status will be changed to “Expired” in the HRRC database and the Committee will determine corrective actions required.  The PI, Department Chair, and all other agencies required per HRRC policy (i.e. OHRP, FDA, Sponsor etc.) will be notified.

· If no response is received within 10 days and the study is “Expired”, a new study application will be required in order for the PI to conduct the study protocol; all applicable new study fees will apply.

· No new study applications will be accepted from the PI until protocol is reactivated or closed.
Repeated Non-Compliance Closure Policy:

· Non-Compliance Closures per PI will be reviewed monthly.
· Once a second occurrence is identified for a PI, the PI and Dept. Chair will be notified.  No new study applications will be accepted from the PI until all required paperwork is submitted for all non-compliance closed studies.

· Upon a third occurrence, a $250 administrative processing fee will be charged to the PI; the Sr. Associate Dean of Research will be copied on notification and fee assessment.
· The HRRC Full Committee will conduct a “Compliance Review.”  The Committee will determine corrective actions required and also determine if the definition of “serious” OR “continuing” non-compliance is met.  All required agencies per HRRC Policy will be notified (i.e. OHRP, FDA, Sponsor, etc.).

Non-response to Pre-review Items (for new study submissions):
· PI will be given 30 days to respond from the date the administrative pre-review was sent via email.
· A courtesy reminder notice will be sent to the PI at 30 days and a 10-day response deadline will be given.
· If no response within 10 days, the study will be returned to the PI with all submission materials via campus mail and “Withdrawn” in the HRRC Database.
30-Day Rule for Continuation Requests

· Progress Reports and all required documents must be received in the HRRC office NO LATER THAN 30 days prior to the study approval period expiration date.  If this deadline is not met, a lapse in study approval could occur and the PI would be subject to further actions described in these policies.  
· If a complete continuation request is received and processed within 30 days prior to the study approval period expiration date, the protocol may retain the same expiration date throughout the life of the study (“anniversary expiration date”).  The HRRC office will determine the appropriate approval period dates and communicate/correspond with investigators as appropriate.
Courtesy Reminders to PIs:
· A courtesy notice will be sent to the PI’s email account 90 and 60 days prior to the HRRC approval expiration date.   Please note that the HRRC database does not accommodate coordinators or other research staff to be copied on these courtesy notices.

· BI-annually, the HRRC will provide the PI with a list of all active studies in which he/she is PI and their respective approval period dates.

Questions:

If you have questions or concerns regarding these new policy highlights, please direct inquires to Sheryl Johnson at 272-1146 or sherjohnson@salud.unm.edu.  

New Policies
Page 1 of 3

