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Study Activation Checklist Template – Industry Sponsored Clinical Trials
PI Name: 

Study Sponsor: 

Sponsor Protocol #: 

IRB #: 

Confidential Disclosure Agreement (CDA)

 FORMCHECKBOX 
 Forward CDA to JCTO Contracts Office (JCTOContracts@med.cornell.edu) for negotiation.
Receipt of New Protocol
 FORMCHECKBOX 
  Upon CDA execution you will receive a copy of the protocol and a feasibility or site selection questionnaire for review. Review these documents with the PI to confirm interest in participation and prioritization of the study and submit to the sponsor.  
 FORMCHECKBOX 
  Upon site selection, you will receive a regulatory start up packet from the Sponsor. This should include the sponsor protocol, ICF template, Investigator’s brochure (if applicable), budget template, and CTA (Clinical Trial Agreement) template.  For trials using the investigational pharmacy, you will also want to request a copy of the pharmacy manual.  
 FORMCHECKBOX 
  Forward all regulatory documents to the assigned regulatory coordinator and immediately forward the following documents to JCTO Contracts Office (JCTOContracts@med.cornell.edu):

 FORMCHECKBOX 
 Clinical Trial Synopsis Form


 FORMCHECKBOX 
 Draft CTA 

 FORMCHECKBOX 
 Draft ICF (Sponsor template is acceptable)
 FORMCHECKBOX 
 Sponsor Protocol 

 FORMCHECKBOX 
  Complete Part A of the Clinical Study Evaluation Committee (CSEC) application (http://jcto.weill.cornell.edu/csecform). This step will result in your being assigned an IRB # and will initiate Part B of the CSEC application.

 FORMCHECKBOX 
 FOR DEVICE TRIALS ONLY: Device trials are required to be vetted through NYPH. If your study is a device trial, you will receive a notification from your contracts specialist requesting you to submit your study for review by NYPH. 

Send the following documents to the appropriate contact at NYPH for device vetting: 

Matthew Jokl (maj9126@nyp.org) for non-cardiology device trials; copy John Tallent (jot9032@nyp.org) and jctocontracts@med.cornell.edu 

Emily Anderson (ema9027@nyp.org) for cardiology device trials; copy John Tallent (jot9032@nyp.org) and jctocontracts@med.cornell.edu 

 FORMCHECKBOX 
CTA

 FORMCHECKBOX 
FDA Approval Letter

 FORMCHECKBOX 
Study Protocol

 FORMCHECKBOX 
Location of where procedure will take place

 FORMCHECKBOX 
Cost for device if not being provided free of charge
 FORMCHECKBOX 
Contact Information for Sponsor representative
Budget
 FORMCHECKBOX 
  Develop a proposed budget. This document will need to be uploaded to Part B of the CSEC application for JCTO review and approval.  During this process you can request a consultation with the JCTO by sending an e-mail to JCTOFinance@med.cornell.edu). 
Clinical Study Evaluation Committee (CSEC) 
 FORMCHECKBOX 
  Complete Part B of the CSEC Application (include the following documents with your submission)
 FORMCHECKBOX 
  Signed and completed PI Score Sheet

 FORMCHECKBOX 
  Budget (draft budget is acceptable)
 FORMCHECKBOX 
  Algorithm (if applicable)
 FORMCHECKBOX 
  Informed Consent Template (Sponsor template is acceptable)
 FORMCHECKBOX 
  Sponsor protocol

 FORMCHECKBOX 
  While you are awaiting CSEC review, complete all portions of the IRB application other than the Non-Technical Research Plan that will be populated for you upon CSEC approval. This will allow you to avoid a delay in between CSEC Approval and IRB submission.
 FORMCHECKBOX 
  CSEC Approval received

IRB Submission
 FORMCHECKBOX 
  eIRB Application


The following documents should be included in the attachments section within eIRB:

 FORMCHECKBOX 
  ICF (in WCMC template) – send to sponsor for review/approval prior to IRB submission
 FORMCHECKBOX 
  Sponsor protocol

 FORMCHECKBOX 
  Investigator’s Brochure
 FORMCHECKBOX 
  IND Safety Reports

 FORMCHECKBOX 
  HIPAA Research Authorization From

 FORMCHECKBOX 
  Ensure all investigators have certified
 FORMCHECKBOX 
  Other protocol documents requiring approval (i.e. questionnaires or medication diary)

HRBAF (Human Research Billing Analysis Form)
 FORMCHECKBOX 
  Once you have submitted your study for IRB review complete the HRBAF
Initial Pathology Submission (if applicable)
 FORMCHECKBOX 
  Send email to submit2pathology@med.cornell.edu and include the following documents as separate attachments:
· Completed Section C: Human Tissue Request Form
· pdf of Non-Technical Research Plan questionnaire from eIRB application
· Informed Consent Form
Initial Pharmacy Submission 
 FORMCHECKBOX 
 Send the following documents to the appropriate Pharmacy listserv 

· Starr3-ids-pharm@nyp.org for all oncology studies: IV only and IV with an oral component or general studies that are investigating an oncology drug (e.g., bortezomib for solid organ transplant) that have been designated to Starr3.
· fo6-ids-pharm@nyp.org for all general studies (IV and oral) and oncology studies with only an oral component.
Prior to IRB Submission: 

 FORMCHECKBOX 
 Sponsor Protocol

 FORMCHECKBOX 
 Investigator’s brochure

 FORMCHECKBOX 
 Pharmacy manual

 FORMCHECKBOX 
 PDF of eIRB application 

 FORMCHECKBOX 
 Section I “USE OF DRUGS OR BIOLOGICAL AGENTS” form which requires Director of Pharmacy Signature

Prior to Site Initiation Visit

 FORMCHECKBOX 
 Pharmacy Binder (which includes all of the above and the accountability logs)

 FORMCHECKBOX 
 Updated Authorized Prescriber List (FDA 1572 is acceptable)
 FORMCHECKBOX 
 An email notification after a protocol has been approved by IRB

Upon receiving IRB approval
 FORMCHECKBOX 
  Send IRB approval memo to pharmacy

 FORMCHECKBOX 
  Send IRB approval memo to Pathology (if applicable)
 FORMCHECKBOX 
  Set up IDEAL (if applicable) IDEAL@med.cornell.edu  
 
 FORMCHECKBOX 
  Schedule the Site Initiation Visit (SIV)
 FORMCHECKBOX 
  If required, register your study with clinicaltrials.gov http://clinicaltrials.gov/ct2/manage-recs/register 

Study Activation 

 FORMCHECKBOX 
 Once the SIV is complete and the sponsor has released approval to activate the study, notify the study team that the study is activated and open to accrual 
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