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WCMC DSMB Requirement: If you are using the WCMC DSMB and your study has multiple arms, each study arm must have its own cumulative table.

Study Arm:       (Indicate arm (e.g., Study Arm A or B) only if your study is using the WCMC DSMB.
	Office of Research Integrity

Human Research Protections Program
Adverse Event & IND Safety Reporting Cumulative Table

	

	WCMC Principal Investigator: 

Phone:                Fax:             E-mail:
	Coordinator: 

Phone:             Fax:             E-mail:

	Study Monitor: 

Phone:                Fax:             E-mail:
	Study Sponsor(s):

	WCMC IRB Protocol #: 

WCMC Protocol Title:

	This form must be sent with your IRB Continuing Review submission or WCMC DSMB Periodic Review submission and must list adverse events  from the WCMC site that are both expected and unexpected and from external sites as defined by the immediate reporting policy and for which any of the following apply:

a) Severe or medically significant, but not immediately life-threatening; hospitalization or prolongation of hospitalization indicated; disabling; limiting self care activities of daily living. (Grade 3)

b) Life-threatening consequences; urgent intervention indicated (Grade 4)

c) Death related AE (Grade 5)
Grade definitions adapted from page 2 of  http://evs.nci.nih.gov/ftp1/CTCAE/CTCAE_4.03_2010-06-14_QuickReference_5x7.pdf 

Note: If this is a Phase III or IV multicenter study that utilizes a Data Safety Monitoring Board, or a Phase I, II, III or IV study that is part of a cooperative group or consortium, or a device trial that is a post-approval or postmarket surveillance study utilizing a DSMB, the requirement to list Grade 3 adverse events in the cumulative table individually is waived. Please indicate below if any of these conditions applies and, if so, provide a brief summary of the Grade 3 adverse events that have occurred for this study:

 FORMCHECKBOX 
  Phase III or IV multicenter study that utilizes a Data Safety Monitoring Board

 FORMCHECKBOX 
  Phase I, II, II or IV study that is part of a cooperative group or consortium

 FORMCHECKBOX 
  Device trial that is a post-approval or postmarket surveillance study utilizing a Data Safety Monitoring Board

Grade 3 Summary (This must be updated from your last Continuing Review so that the IRB can understand the Grade 3 events that occurred in the last year):

     
     
For further details about the adverse event reporting policy, see http://researchintegrity.weill.cornell.edu/institutional_review_board/irb_adv.html  


To add rows to the table, place your cursor in the bottom right cell and hit “Tab” on your keyboard.
	Date of Event (or Date of PI Notification

If Non-WCMC Subject)
	Case Number and/or Subject ID
	Adverse Event
Including Grade
(e.g., fever, Grade 3)
	Unexpected?

(Y or N)
	Relatedness

(Definitely, Probably, Possibly, or Not Related to the Research)
	Amendment

Submitted?

(Y or N) with Date Submitted to the IRB
	Study-Site
(e.g., WCMC; Columbia U.; Japan)


	AE occurred to subject in a different research protocol?

(Y or N)

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


WCMC Principal Investigator’s Signature ________________​______________
Date: _________________
If a request has been approved by the IRB for a WCMC Co-Investigator to Sign, please sign here:

WCMC Co-Investigator Signature________________​______________ 
Date: _________________
Certain adverse events and incidents must be immediately reported to NYPH Patient Services, Risk Management, and/or the Department of Health.  Please refer to the following policies/offices to determine whether a given 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: http://infonet.nyp.org/QA/HospManual/IncRpt/S120SentinelEvent.pdf 
Incident Reporting to the DOH: http://infonet.nyp.org/QA/HospManual/IncRpt/I125IncidentReportingToNYDOH.pdf 
NYPH-WCMC Patient Services 212-746-4293
NYPH-WCMC Westchester Patient Services 917-997-5920
Revised 5-2016


