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JCCC Supplemental Submission Form 

Instructions


This form should be used for all supplemental submissions to the JCCC (any submissions beyond the original submission: i.e. ISPRC annual renewals, addendum reviews, etc.).  

All fields are required unless otherwise stated.
Actions: Check the boxes that correspond to the type of action required.
· Addendum Review

· Administrative Review

· Renewal Review – No Changes

· Renewal Review – No Enrollment

· Renewal Review – Subject Follow-up Only

· Renewal Review – Data Analysis Only

· Renewal Review with Addendum Changes

Submission Date:  Enter the Submission date of the form.

IRB # (if available):  If available, enter the unique ID for the study assigned by the UCLA IRB at the time of initial review (without any extensions representing amendments, continuations or renewals)

· CORRECT: 99-99-999

· INCORRECT: 99-99-999-01

· Write “PENDING” if it is not assigned yet

JCCC Study ID:  Either the sponsor’s protocol ID or another identifier used internally to identify the study; should be the same as was submitted on the JCCC New Study Submission Form.
Title:   Enter the Study Protocol title exactly as it appears on the protocol.

Section 1: Addendum Information
This section only needs to be completed for Addendum Reviews or Renewal Review with Addendum Changes.
Section 2: Renewal Information
This section needs to be completed for any Renewal Reviews.

Current Enrollment Status:  Check the box that corresponds to the current enrollment status of the study.
· Pending: Studies undergoing necessary steps to open (regulatory, budgets, contracts, etc.)
· Open to Enrollment/Active: Studies that are ready for enrollment (all approvals secured, contract signed, etc.)
· Open to Enrollment/On-Hold: Studies that are ready for enrollment (all approvals secured, contract signed, etc.) BUT that are experiencing a temporary enrollment hold
· Closed without Enrollment: Studies that closed without enrolling any patients.
· Closed to Enrollment/Active: Studies that are closed to enrollment but still have active patients (receiving treatment)
· Closed to Enrollment/Follow-up: Studies that are closed to enrollment and have no active patients - all patients are in follow-up only
· Closed to Enrollment/Data Analysis: Studies that are closed to enrollment and have no active or follow-up patients - no patient contact - data and administrative actions only
· Finished: Study is complete - HS-8/IRB Closure Report accepted and acknowledged
Current Enrollment Status:  Check the box that corresponds to the current enrollment status of the study.
Total UCLA (and campuses) Enrollment to Date: Enter the total number of patients that have been enrolled at any UCLA campuses to date.  Enter zero if no patients have yet been enrolled.
Has Target Accrual Been Met for the Preceding Year?: Check Yes (Y) or No (N) to indicate whether the study has met its’ annual accrual goals.
If target not met, provide explanation for low accrual: If you answered No to the Target Accrual Met question above, briefly provide an explanation for the low accrual.
If target not met, plan to increase accrual: If you answered No to the Target Accrual Met question above, briefly provide a description of the plan to increase accrual.
If this study is in the data analysis phase, please discuss any results that you have obtained to date: If the study is in the data analysis only phase, please identify any results that have been obtained.
Enter the Campus Mailing Address for correspondence.

Obtain the PI’s signature.  Unsigned forms will NOT be accepted.  Incomplete forms will NOT be accepted.
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