Montefiore Medical Center IRB  



 Reportable Event Form
  (Investigators: Use this form to report events as described in the External and Internal Adverse Event Policies)

PLEASE SUBMIT THE ORIGINAL AND 3 COPIES TO IRB ADMINISTRATION 

AT 3308 ROCHAMBEAU AVENUE, 1st FLOOR


External Adverse Event Policy
Adverse Events that are reported to investigators from collaborating sites must be submitted to the appropriate designated institutional IRB(s) (AECOM CCI or MMC IRB) for the official record.  The following guidelines apply for reporting Adverse Events:

I. DEFINITIONS:

1. Serious Event – A serious event is defined as 

(a) an adverse event, whether or not anticipated, that has the potential to cause significant impairment of health or death; or 

(b) an adverse event that prompts the Principal Investigator to suspend the research protocol, (temporarily or permanently) even if the risk is   explicitly identified in the Consent Form; or 

(c) events that occur with a frequency or degree of severity greater than anticipated. (Examples of Serious Events are: disability, inpatient hospitalization, prolongation of hospitalization, congenital anomaly, laboratory anomalies critical to safety evaluations, and serious adverse drug reactions.

2.  Non-Serious Unanticipated Event - Is an adverse event that is not explicitly identified in the consent form and/or in the investigator’s brochure, does not pose a serious impairment to a subject's health, and is not life-threatening. 

II.  AECOM/MMC/NBHN IS THE LEAD INSTITUTION

Participating sites are required to comply with this institution’s Internal and External AE Reporting Policies. Additional requirements may apply to studies involving an IND or IDE. 

1. DEATH AND SERIOUS EVENTS:

i.  The following events must be reported:

- events that occur while subject is on study treatment, or

- events that occur within 30 (thirty) days of conclusion of study intervention.

ii.     (a).  All external deaths, whether or not anticipated or related to the protocol, or serious events occurring at a participating site must be reported to the lead Principal Investigator within 48 hours of the PI’s learning of the event followed by the written report within ten days.  

(b)  The lead Principal Investigator is required to report the event to the CCI and/or IRB within 48 hours of learning of the event.  Within 10 days of receipt of the written report from the participating site, the lead Principal Investigator is required to submit an External Adverse Event Report to the CCI and/or IRB, together with a copy of the collaborating investigator’s report and the lead Principal Investigator’s analysis and recommendation regarding the adverse event including any recommended changes to the informed consent or protocol. 

iii. The lead Principal Investigator is required to report adverse events that impact patient safety or require a change to the protocol or informed to all participating sites within ten days of receiving the written report from the participating site, together with the lead Principal Investigator’s analysis and recommendation. In instances when multiple adverse events impact an action, the lead Principal Investigator is also required to provide a summary of the events. All other external adverse event reports should be sent to all collaborating sites on a timely basis.

2. NON-SERIOUS UNANTICIPATED EVENT:  

i.  Non-Serious unanticipated events occurring at a participating site must be reported to the lead Principal Investigator within 30 days of learning of the event.

ii. The lead Principal Investigator is required to report to the CCI/IRB within 30 days and include a summary, analysis and recommendation regarding the adverse event via the External Adverse Event Report Form.

iii. The lead Principal Investigator’s summary, analysis and recommendations for each adverse event report must be sent to all participating site(s).
III.   AECOM/MMC/NBHN IS NOT THE LEAD INSTITUTION

Adverse events that are reported to investigators who are participating in a multi-center trial must be reported within 60 days of receipt to the designated institutional IRB(s) and retained in the IRB office file as required by FDA regulations with the following exception.  For studies conducted by an MMC PI that extend to JMC and or NCB, the investigator must submit the report to both committees.

The sponsor is responsible to review all external adverse events and assess causal relationship to study conduct or to study articles (drug, device or test).  A CCI/IRB Report Form is not required.  The PI is required to submit a cover memo identifying the CCI/IRB protocol number and Med Watch number for each EAER included in the packet and accompanying sponsor documents.   The designated IRB will acknowledge receipt and retain copies in the protocol file.

	Contact Information For Deaths and Serious Events:

	AECOM CCI:
	MMC IRB:

	Fax:
	718-430-8817
	Fax:
	718-547-2626

	Email:
	cci@aecom.yu.edu 
	Email:
	qquiles@montefiore.org  

	Phone:
	718-430-2237
	Phone:
	718-798-0406


Internal Adverse Event Policy

Adverse Events must be reported to the designated IRB (AECOM CCI or MMC IRB) within the guidelines stipulated by regulatory and sponsoring agencies and institutional policy.  For investigator initiated research the Principal Investigator must submit documentation to the designated IRB that the Adverse Event Report was sent to the FDA and all collaborating institution(s), when AECOM, MMC or the NBHN is the lead institution. 
At a minimum, the following guidelines apply for the reporting of Adverse Events: 

DEATH: 

The following must be reported: 

- deaths that occur while subject is on study treatment, or 

- deaths that occur within thirty (30) days  of conclusion of study intervention 

All deaths, whether or not anticipated or related to the protocol, must be reported to the designated IRB within 48 hours of the PI’s knowledge of the death. 

Within 10 business days of informing the designated IRB, the Principal Investigator is required to submit a completed Adverse Event Report to the designated IRB. 

SERIOUS EVENT: 

A serious event is defined as (a) an adverse event, whether or not anticipated, that has the potential to cause significant impairment of health or death; or (b) an adverse event that prompts the Principal Investigator to suspend the research protocol, (temporarily or permanently) even if the risk is explicitly identified in the Consent Form; or (c) events that occur with a frequency or degree of severity greater than anticipated. (Examples of Serious Events are: disability, inpatient hospitalization, prolongation of hospitalization, congenital anomaly, laboratory anomalies critical to safety evaluations, and serious adverse drug reactions.) The following must be reported: 

- serious events that occur while subject is on study treatment, or 

- serious events that occur within thirty (30) days of conclusion of study intervention 

All reportable serious events must be reported to the designated IRB within 48 hours by phone, e-mail, or fax. Within 10 business days of initial notification to the designated IRB, the Principal Investigator is required to submit a completed Adverse Event Report. 
	Contact Information For Deaths and Serious Events:

	AECOM CCI:
	MMC IRB:

	Fax:
	718-430-8817
	Fax:
	718-547-2626

	Email:
	cci@aecom.yu.edu 
	Email:
	qquiles@montefiore.org 

	Phone:
	718-430-2237
	Phone:
	718-798-0406


NON-SERIOUS UNANTICIPATED EVENT: 

A reportable non-serious unanticipated event is an adverse event that is not explicitly identified in the consent form and/or in the investigator's brochure, does not pose a serious impairment to a subject's health, and is not life-threatening.

Non-Serious Unanticipated Events must be reported to the designated IRB within 30 days via submission of a completed Adverse Event Report. 

EXEMPTIONS

AECOM and MMC policy does not require the reporting of the above Adverse Events for chart review protocols. All other adverse events must be reported as required under this policy unless an exemption is granted. The Principal Investigator is required to submit a written request for Adverse Event reporting exemptions to the designated IRB (AECOM CCI or MMC IRB).  Adverse Event exemption requests require review and approval at a convened meeting. 

	A.IRB #      
	Protocol Title:                                                             


	Date Event occurred:      

	PI Name:      
	
	Tel:      
	Fax:      

	Date PI Notified      
	
	Date of this report:      

	Date of most recent Protocol treatment:      
	
	MR #:      


	Treating Physician:      
	Interoffice Address     
	Building/Room#     

	Institution/Location of subject at the time of Event:       

	Presenting clinical symptom(s)      

	 FORMCHECKBOX 
 Narrative and de-identified supporting records attached        Subject DX:      

	B. Subject’s initials:       Age       Sex:      
	C. Type of Report:
	 FORMCHECKBOX 
  Internal                 

 FORMCHECKBOX 
 Initial
	 FORMCHECKBOX 
  External

 FORMCHECKBOX 
 Follow-up

	D. Number of subjects currently enrolled by the PI/Research personnel:      
	K. 1. Category of Event: Check all that apply: 

     Was the event associated with or the cause of any of 

      the following?  If other, provide a brief description.

	E. Research involves
	 FORMCHECKBOX 
 Drug
	 FORMCHECKBOX 
 Device
	 FORMCHECKBOX 
 

Procedure
	

	1. Name of drug or device:      
2. Has this type of AE been reported before?  FORMCHECKBOX 
Y   FORMCHECKBOX 
N
	 FORMCHECKBOX 
 Death

 FORMCHECKBOX 
 Life Threatening Event

 FORMCHECKBOX 
 Significant Overdose

 FORMCHECKBOX 
 Severe or Permanent 

      Disability

 FORMCHECKBOX 
 Congenital Abnormality 

 FORMCHECKBOX 
 Non-serious
	 FORMCHECKBOX 
 New Cancer

 FORMCHECKBOX 
 Hospitalization

 FORMCHECKBOX 
 Extended Hospitalization

 FORMCHECKBOX 
 Toxicity

 FORMCHECKBOX 
 Other      ___________

	F.1.  Does this event affect the risk/benefit level of the study? 

                          FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

2. Was this event anticipated?   FORMCHECKBOX 
Yes   FORMCHECKBOX 
No  FORMCHECKBOX 
 Not sure
	
	

	3.  Is the risk of this event described in the consent form?

       FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No
	
	

	4. Have the frequency, duration, or severity of this event differ from what is expected?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  FORMCHECKBOX 
 Not sure

5. Active subjects on protocol:       

6. # Of subjects NOT active, but currently being 

    followed at this site:      
7. Number of A/E since protocol initiation at this site:      
     a) Deaths:       SAE:       Unanticipated Events:      
	
	

	
	2. Check one of the following 

     What is the likelihood that this event was caused by the 

     drug, device or procedure?

	G. 1. The subject was enrolled at:

 FORMCHECKBOX 
 Moses  FORMCHECKBOX 
CHAM  FORMCHECKBOX 
 Weiler  FORMCHECKBOX 
 MMC North  FORMCHECKBOX 
JMC  FORMCHECKBOX 
 NCB 

 FORMCHECKBOX 
 Other________________
	 FORMCHECKBOX 
 Definitely 

 FORMCHECKBOX 
 Probably 

 FORMCHECKBOX 
 Possibly 
	 FORMCHECKBOX 
 Unlikely

 FORMCHECKBOX 
 Not applicable (observational

      studies)

 FORMCHECKBOX 
 Unknown 



	H.  Does the consent form need to be revised?
	
	

	 FORMCHECKBOX 
 Yes.  If yes, please submit an Amendment request  

      with a highlighted copy and a clean copy of the consent.  

 FORMCHECKBOX 
 No. If no, please justify or attach justification/clinical notes
	
	

	I. Outcome of adverse event:      __________________________

____________________________________________________________

____________________________________________________________

____________________________________________________________

____________________________________________________________
	3. Status of Patient at Start of Enrollment in the protocol?                          

 FORMCHECKBOX 
  Very seriously ill (Death likely to occur in the course of 

       study.

 FORMCHECKBOX 
  Seriously ill (death may occur, but unlikely in the 

       course of the study).

 FORMCHECKBOX 
  Moderately to mildly ill

 FORMCHECKBOX 
  General Healthy

 FORMCHECKBOX 
  Healthy Control

	J.   1.   Recruitment status:  FORMCHECKBOX 
Open  FORMCHECKBOX 
Closed  FORMCHECKBOX 
 On Hold

            On hold By:  FORMCHECKBOX 
 PI  FORMCHECKBOX 
Sponsor  FORMCHECKBOX 
 Other (specify)_________

2. Status of study:  FORMCHECKBOX 
Ongoing  FORMCHECKBOX 
 Terminated

3. All subjects completed protocol  FORMCHECKBOX 
 yes  FORMCHECKBOX 
 No

If no: are they being followed?     FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	

	Principal Investigator: _____________________________________



Name


           Signature_____________________ Date_____/_____/_____
	Research personnel who completed this form: Name__________________________________________________email: _________________________ Phone __________________

	TO BE COMPLETED BY THE IRB OFFICE


QM Analyst Action taken:                                             


Reviewers Initials and Date (if needed):                                                               

_____Acknowledged  



                              Reviewer 1__________________ Date_____________

_____ Request consent change                                                                          Reviewer 2__________________ Date_____________ 

_____Other___________________________________                                                                             

____Referred to Full Committee          
Clinical notes (Please Type)

Protocol title: ____________________________________________________________________

IRB #: _________________

_________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________









 C.Dobson QM Analyst: 3308 Rochambeau Ave., Bronx N.Y. 10467 P: (718) 798-0406 ext. 228 F: (718) 798-5687

Version date 10/1/08

