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POLICY AND PROCEDURE OF ADVERSE EVENTS
 Instructions to Investigators

1. If there are reportable adverse events that occur in a particular participant during your clinical trial, please fill in the attached form and submit it to the Research Committee, within 24 hours. It is your responsibility to inform the Research committee at HMC within 24 hours in the event of an unexpected sudden adverse drug reaction, a serious adverse event or an unexpected serious adverse event through the Chairman, Research committee, HMC, Doha contactable at: 2440/6166,
      E-mail: research@hmc.org.qa.

2. For further information, please refer to the policy on adverse events of the Research Committee.(Reference book)
3. Reportable adverse events:  Unexpected sudden adverse drug reactions, serious adverse events and unexpected serious adverse events are classified as reportable adverse events by the Research Committee.

4. Unexpected sudden adverse drug reaction : A serious adverse drug reaction that is not identified in the nature , severity or frequency in the risk information set out in the investigator’s brochure or on the label of the drug.

5. A serious adverse event: It is defined as any event occurring at any dose that results in any of the following outcomes: death, a life threatening event, in patient hospitalization or prolongation of existing hospitalization, a persistent or significant disability /incapacity or a congenital anomaly or a birth defect. Important medical events that may not result in death, be life threatening or require hospitalization also may be considered a serious adverse event when upon the basis of appropriate medical judgment; they may jeopardize the human subject and may require medical or surgical intervention to prevent one of the outcomes given in the above definition.
6. Unexpected serious adverse event : This is any serious adverse event for which the specificity or severity is not consistent with the risk information available in the current investigators’ brochure

7. Reporting pregnancy that occurred during a clinical trial: The investigator has to report a pregnancy that occurred during a clinical trial if there is a suspicion that the investigational product under study might have interfered with the effectiveness of a contraceptive treatment or there was a serious complication in the pregnancy (like a miscarriage) or an elective termination of pregnancy was done for medical indications. 

8. Reporting reportable adverse events  that occurred at other centers of a multicenter trial : The investigator must report reportable adverse events  that occurred at other centers of the trial if the adverse event was both serious and unexpected and related or possibly related to the study treatment within 30 days’ of being notified of the event. Such events must also be reported on the adverse event reporting form of the Research Committee at HMC. 

9. For any other queries contact the Chairman of the Research Committee at 2440/6166. 

        Adverse Event Form:
	Title of the study : 

	Research proposal # :

	Name of the participant (s):

	Date and time of adverse events :


 (For all reportable adverse events that occur in a particular participant during the clinical trial)

1. Number of reportable adverse events:
 (For individual reportable adverse events)
· Description or name of event:  

· Mention particular events and their presence or absence 

Eg: Fever: Yes ------------- /No -----------------
· Date of resolution. 

· Intensity :  ( Check the one which is applicable )

· Mild ------

· Moderate---------

· Severe ---------------

· Relationship to device ( Check the one which is applicable)
· probably related----------

· possibly related----------

· not related-------------

· Seriousness 

· Hospitalization required ---------------

· prolonged hospitalization with a  potential disability-------

· danger to life( sentinel event )--------- 

· Intervention required without which death /disability might have resulted --------------

· death----------

· fetal distress----------

· fetal death-----------

· congenital anomaly-----------------

· malignancy-------------- 

· Anticipated           

· Yes ---------------

· No ----------------

· Treatment details : ( Give details of treatment provided 
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