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Human Research Protections Program

Immediate Report Form        
The Immediate Reporting Policy that governs what you must report using this form is available at the following web address: http://researchintegrity.weill.cornell.edu/institutional_review_board/irb_policies_and_procedures.html.  The policy spans 5 categories: Adverse Events/Unexpected Adverse Device Effects (Section A of this form), Other Risk Reporting (Section B of this form), Protocol Deviation Reporting (Section C of this form) and Other Compliance Reporting (Section D of this form).
If you have any questions, please email immediatereports@med.cornell.edu or call 646-962-8200.
DIRECTIONS: 

(a) Fill out questions 1 through 8 on this page.

(b) Then choose the section on this form that corresponds to the type of Immediate Report you are making. Any given section you choose will have only 1 to 7 questions.

(c) Create a PDF of this form and attach the most current WCMC IRB consent document and any supplemental information.

(d) Sign this form with Principal Investigator signature on the last page and send to immediatereports@med.cornell.edu.

NOTE: 

· If you are using the Clinical and Translational Science Center (CTSC) you must also CC your Immediate Report to ctscrsa@med.cornell.edu. 

· If you are using the Weill Cornell Medical College Data Safety Monitoring Board (WCMC DSMB) you must also CC your Immediate Report to dsmb@med.cornell.edu.

· If your protocol is subject to the requirements of the Institutional Biosafety Committee (IBC), you must also CC your Immediate Report to submit2ibc@med.cornell.edu. 

1. Principal Investigator: 

2. Protocol #:

3. Protocol Title:

4. Brief One Sentence Description of Report (This will be used to reference this specific submission in all IRB correspondence about this Immediate Report): 

5. Status of Protocol at WCMC Site
  FORMCHECKBOX 
 Open     FORMCHECKBOX 
 Open, Closed to Subject Accrual     FORMCHECKBOX 
 Open, Data Analysis Only

6. Funding Source: 

7. Does this protocol involve use of FDA-regulated product(s) including those that are FDA-approved?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


a. If yes, is this protocol conducted under an IND or IDE?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

b. If yes, name IND or IDE sponsor:


8. Check (and email this submission to) all that apply: I use the:
 FORMCHECKBOX 
 WCMC Data Safety Monitoring Board  (WCMC DSMB)

 FORMCHECKBOX 
 WCMC Institutional Biosafety Committee (IBC)      FORMCHECKBOX 
 Clinical and Translational Science Center (CTSC)

A: ADVERSE EVENT REPORTING / UNANTICIPATED ADVERSE DEVICE EFFECTS

Tip: The goal of this section is to capture emergent risk information that has an impact on the rights and welfare of WCMC subjects and may also require compliance management.
1. I am reporting (check all that apply):

 FORMCHECKBOX 
 Adverse Event that meets all 3 conditions as outlined in Section I(A) of the Immediate Reporting Policy http://researchintegrity.weill.cornell.edu/institutional_review_board/irb_policies_and_procedures.html. 
 FORMCHECKBOX 
 Adverse Event that requirements for reporting and a death or serious injury due to a defect of a Humanitarian Use Device, as outlined in Section I(C) of the Immediate Reporting Policy http://researchintegrity.weill.cornell.edu/institutional_review_board/irb_policies_and_procedures.html. 
 FORMCHECKBOX 
 Unanticipated adverse device effect as outlined in Section II(A) of the Immediate Reporting Policy http://researchintegrity.weill.cornell.edu/institutional_review_board/irb_policies_and_procedures.html.  .

Describe the adverse event, its cause, and indicate any actions taken to date at the WCMC site to protect the rights and welfare of WCMC research subjects. Provide as much detail as possible. If the PI or any committee/board determines that the Immediate Report requires an amendment to the protocol or consent, the PI has 30 days from the date of making the Immediate Report (or release of the sponsor amendment) to submit a protocol amendment to the IRB. If this requirement cannot be met, a request for an extension must be made.
1. Please explain whether you believe this adverse event suggests that the research places WCMC subjects at a greater risk of harm than was previously known or recognized. If so, include what additional action you intend to take in your management of this change in risk. E.g., Documented contact with subjects by the PI or medically qualified co-I; amendment to protocol or consent). 

2. Name any agencies or entities (E.g., FDA, NIH, sponsor, DSMB, etc.) that have been notified of this adverse event. 

B: OTHER RISK REPORTING

Tip: The goal of this section is to capture emergent risk information that has an impact on the rights and welfare of WCMC subjects. If none of the below checkboxes apply, submit an acknowledgment submission instead of an Immediate Report.

1. I am reporting (check all that apply):

 FORMCHECKBOX 
 An interim analysis, safety monitoring report, publication in the literature, or revised Investigator Brochure that indicates an increase in the frequency or magnitude of a given harm, uncovers a new risk, or provides more information about the benefits of the human research. (PLEASE ATTACH THE ADDITIONAL DOCUMENTATION)

 FORMCHECKBOX 
 Change in FDA labeling or withdrawal from marketing of a drug, device, or biologic used in the human research protocol.
 FORMCHECKBOX 
 Clinical Hold, Enrollment Hold (excluding planned holds for interim analysis), or Study Termination due to Emergent Risk Information
 FORMCHECKBOX 
 Complaint of a participant that indicates participants or others might be at increased risk of harm or at risk of a new harm.

2. Please summarize the information and how you intend to manage the new risk posed to WCMC research participants. Include any actions taken to date.

C: PROTOCOL DEVIATIONS

Tip: The sponsor and the IRB are separate and distinct entities with different protocol deviation reporting requirements. Please consult with your sponsor to find out what protocol deviations you must submit to your sponsor. This form is meant to capture protocol deviations that must be reported to the IRB. Note that, if WCMC is the lead/coordinating site, then protocol deviation reports submitted from other sites must be submitted to the WCMC IRB.
1. I am reporting (check all that apply):

 FORMCHECKBOX 
 Protocol deviation that was made in order to eliminate an apparent immediate hazard to participants.
 FORMCHECKBOX 
 Breach of Confidentiality

 FORMCHECKBOX 
 Protocol deviation that represents a failure to follow the protocol or IRB policies and determinations due to the action or inaction of the investigator or research staff. (Exception: Rescheduling of research appointments due to holidays, vacations, accommodation of research subject, etc.) which meets both of the following conditions:

a. The deviation has the potential to negatively impact subject safety or integrity of study data (ability to draw conclusions from the study data), or affect the subject’s willingness to participate in the study AND
b. The deviation places WCM subjects at greater risk of harm (including physical, psychological, economic or social harm).

2. Did this deviation occur at an external site (non-WCMC research site for which WCMC is the lead/coordinating site)?

 FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes, answer (a)

a)  FORMCHECKBOX 
 What is the status of the research protocol at the non-WCMC research site?

 FORMCHECKBOX 
 Open      FORMCHECKBOX 
 Open, Closed to Subject Accrual      FORMCHECKBOX 
 Open, Data Analysis Only

3. Date the Protocol Deviation Occurred:

4. Date the WCMC PI was notified:

5. Describe the protocol deviation and clearly state how this protocol deviation differs from what the IRB-approved protocol and/or IRB policy allows. Include why the deviation occurred. If the deviation occurred because of an error, please assess the root cause of that error.

6. Describe what actions have been taken to date to ensure the rights and welfare of the participant(s). 

7. What preventative actions have been taken to ensure this deviation does not reoccur? Note: While some deviations occur due to human error, some represent systemic issues that need to be resolved. If the research staff will be more careful in the future, please help the IRB understand how the research staff will do this.

D: OTHER COMPLIANCE REPORTING

1. I am reporting (check all that apply):

 FORMCHECKBOX 
 Finding of noncompliance or allegation of noncompliance

 FORMCHECKBOX 
 Complaint of a participant that cannot be resolved by the research team.

 FORMCHECKBOX 
 Incarceration of a participant in a protocol not approved to enroll prisoners.

2. Please describe the scenario in detail and indicate any actions taken to date: 
WCMC Principal Investigator’s Signature ________________​______________
Date: _________________
IMPORTANT: Before providing your digital signature, combine this form and supporting documents into a single PDF.

Note on dates of receipt: In order to ensure the effective review of emergent risks to research subjects, the IRB cannot honor the received date of Immediate Report submissions with questions left blank or without the information requested. Immediate Reports are considered received as of the date this form is received with all questions on the form answered as instructed.

Certain adverse events and incidents must be immediately reported to NewYork-Presbyterian Patient Services, Risk Management, and/or the Department of Health.  Please refer to the following policies/offices to determine whether this event qualifies for reporting to any of the aforementioned groups.

Risk Management Incident Reporting (x66180): http://weill.cornell.edu/risk-management/insurance/incident_reporting.html 
SAEs/Sentinel Events Reporting: https://infonet.nyp.org/QA/HospitalManual/S120SeriousAdverseEvents.pdf 
NYPH Patient Services 212-746-4293
NYPH Westchester Patient Services 917-997-5920
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