Adverse Event Reporting Guidelines for Participants Enrolled under

Seattle Children’s IRB Approval

These are minimal reporting guidelines.  You may be participating in investigations of agents under an FDA Investigational New Drug (IND) or in multi-center collaborative group studies (e.g. NCI, DAIDS) which may have more stringent reporting requirements which would supersede the requirements below.

ADVERSE EVENT (EXPERIENCE) REPORTING TIMEFRAMES

	
	DSMB/Sponsor
	CHRMC IRB
	FDA 
	PCRC 

	I.  

RELATED, UNEXPECTED 
	
	
	
	

	Fatal or 

Life-Threatening
	Telephone/FAX within 24 hours

Written notification within 3 working days of telephone report
	Written notification within 3 calendar days

Follow up reports as soon as information becomes available
	Telephone or fax within 7 calendar days

Written notification within 15 calendar days using FDA form 3500A
	Written notification within 7 calendar days

Follow up reports as soon as information becomes available

	Serious
	Written notification within 7 calendar days
	Written notification within 15 calendar days.
	Written notification within 15 calendar days using FDA form 3500A
	Written notification within 15 calendar days

	Severe 
	Written notification within 15 calendar days
	Written notification within 15 calendar days
	Annual report
	 Written notification within 15 calendar days

	Mild/moderate
	As per protocol
	Quarterly
	Annual report
	Annual report

	II. 

RELATED, EXPECTED
	
	
	
	

	Fatal, Life-Threatening
	Written notification within 7 days
	IRB status report
	Annual Report
	Annual report

	Serious
	As per protocol 
	IRB status report
	Annual Report
	Annual Report

	Severe
	As per protocol
	IRB status report
	Annual report
	Annual report

	Mild/moderate
	As per protocol 
	IRB status report
	Annual Report
	Annual Report

	II.   NOT-    RELATEDa
	
	
	
	

	Fatal, Life-Threatening
	Written notification within 10 days
	IRB status report
	Annual Report
	Annual Report


*Status report – frequency determined by IRB’s period of approval

Definitions

Adverse Event (Experience): 


Any unfavorable and unintended sign (including an abnormal laboratory finding), symptom or disease temporally associated with the use of a medical treatment or procedure regardless of whether it is considered related to the medical treatment or procedure (attribution of unrelated, unlikely, possible, probable, or definite).  This includes all deaths that occur while a subject is on a study.  An adverse experience may also be referred to as an adverse event.  See 21 CFR 312.32. of the federal regulations covering investigational agents - http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=21&PART=312&SECTION=32&YEAR=2001&TYPE=TEXT)  

Types of Adverse Events:
Serious:  
Any adverse event occurring that results in any of the following outcomes: Death, a life-threatening adverse event*, requires inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or a congenital anomaly/birth defect.  Important medical events that may not result in the previous outcomes may be considered a serious adverse drug experience when, based upon appropriate medical judgment, they may jeopardize the patient or subject and may require medical or surgical intervention to prevent one of the outcomes listed in this definition.

*Life-threatening:  An experience that in the opinion of the Investigator places the subject at immediate risk of death from the reaction as it occurred, i.e., it does not include a reaction that, had it occurred in a more severe form, might have caused death.

Other:
Any adverse experience that does not meet the definition of serious.  Non-serious adverse experiences can be classified as:



Severe: an experience that requires therapeutic intervention.  The experience interrupts usual daily activities. If hospitalization is required for treatment it becomes a serious adverse event.



Moderate:  an experience that is alleviated with simple therapeutic treatments.  The experience impacts usual daily activities.  Includes laboratory test alterations indicating injury, but without long-term risk.



Mild: an experience that is usually transient and requires no special treatment or intervention.  The experience does not generally interfere with usual daily activities.  Includes transient laboratory test alterations.

Correlation with NCI’s Common Toxicity Criteria Scale:  Mild and Moderate adverse events are usually equivalent to grade 1 and 2 toxicities respectively.  Severe adverse events usually correlate with Grade 3 toxicities and may be considered serious adverse events if they require hospitalization or if they jeopardize the subject and require medical or surgical intervention to prevent one of the outcomes listed in this definition as noted above.  Life-threatening adverse events correlate with grade 4-5 events by CTC criteria (see the NCI CTC version 2.0 at  http://ctep.cancer.gov/reporting/ctc.html)

DEFINITIONS (continued)

Unexpected/Expected Adverse Drug Events

Unexpected:  
Any adverse experience, the nature, severity or frequency of which is not consistent with the current investigator brochure; or with the risk information described in the investigational plan or protocol or consent form.  Unexpected refers to an experience that has not been previously observed.  This includes events that are more serious than expected or occur more frequently than expected.

Expected:      
Those experiences that have been identified in nature, severity, or frequency in the current investigator brochure, investigational plan/protocol and current consent form.

Relatedness 

aNot related:  
The adverse event is clearly not related to the investigational agent/procedure. -  i.e.  Another cause of the event is most plausible; and/or a clinically plausible temporal sequence is inconsistent with the onset of the event and the study medication administration; and/or a causal relationship is considered biologically implausible.  

Unlikely related:   
The adverse event is doubtfully related to the investigational agent/procedure.

Possibly related:
An event that follows a reasonable temporal sequence from administration of the study drug/procedure, follows a known or expected response pattern to the suspected drug, but that could readily have been produced by a number of other factors.

Probably related:  
The adverse event is likely related to the investigational agent/procedure.

Definitely Related:  The adverse event is clearly related to the investigational agent/procedure – i.e. An event that follows a reasonable temporal sequence from administration of the study drug, follows a known or expected response pattern to the suspected drug, that is confirmed by improvement on stopping and reappearance of the event on repeated exposure and that could not be reasonably explained by the known characteristics of the patient’s clinical state.
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