Adverse Event (AE) Summary Report

Principal Investigator:…………………………………………………………. 
Study Title:…………………………………………………………………... 
Name of the studied medicine/device……………………………………….. 
Sponsor:……………………………………………………………………... 
	# 
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of Adverse
Events (AE)
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start

and end
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(D/M/Y)
	F or M 
	Initial
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(Y)


	Serious

Yes/ No
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to Study

Yes/ No
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	Inter- vention



	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	


Comment:

Reviewed by:………………………………….…………………………………………

Date: 
Serious Adverse Event Reporting Format (Biomedical Health Research)  
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INDIAN COUNCIL OF NATIONAL INSTITUTE FOR RESEARCH ON
MEDICAL RESEARCH WOMEN’S HEALTH





	Serious Adverse Event Reporting Format 

(Biomedical Health Research)

ICMR-NIRWoH Ethics Committee for Human Studies 


	Project no…………………………….       Duration of the project :…………………………………………

Title of study: ………………………………………………......................………………...……………………..

…………………………………………………………………………………………………………………………………………………..................

Principal Investigator (Name, Designation and Affiliation): …..………………...................……………….....………….

  Co-PIs/Collaborators (Name, Designation and Affiliation): ……………………………............................…………………………
……………………………………………………………………………………………………………………………………………………..




1. Participant details :

Initials and ID 

  Age at the time of event
 Gender 
Male / Female 
…………………………….
  ……………………………...

Weight:……………..(Kgs)


…………………………….
  ……………………………...

Height:.….………….(cms)
  

2. Suspected SAE diagnosis:……………………………………......................................... 

3. Date of onset of SAE : …………………           Date of reporting SAE:……………

Describe the event (Duration, setting, site, signs, symptoms, severity, criteria for regarding the event serious.) : …………………………………………………………………………………..
4. Details of suspected intervention causing SAE (Refers to research intervention including basic, applied and operational research or clinical research, except for investigational new drugs. If it is an academic clinical trial,  mention name, indications, dosage, form and strength of the drug(s).

…………………………………………………………………………………………………………………………

5. Report type: Initial/ Follow-up/ Final 
         If Follow-up report, state date of Initial report: ……………………………………………..
6. Have any similar SAE occurred previously in this study? 


Yes/ No
 If yes, please provide details………………………………………………………………………..
7. In case of a multi-centric study, have any of the other study sites reported similar SAEs?  (Please list number of cases with details if available) ………………………………………………………………………………………………………………………

8. Tick whichever is applicable for the SAE: (Kindly note that this refers to the  

    Intervention being evaluated and NOT disease process)


    A. Expected event/ Unexpected event             
   

    B.  Hospitalization     

        
     
Increased Hospital Stay   

         
             Persistent or significant disability/incapacity 




           
             Event requiring intervention (surgical or medical) to prevent SAE

                       
             Death      
      
        
    
Congenital anomaly/ birth defect                  
             Event which poses threat to life       




          Others ……………………………………………………………

   In case of death, state probable cause of death…………………………………………………………

C. No permanent/significant functional/cosmetic impairment



        Permanent/significant functional/cosmetic impairment
              

        Not Applicable





              
9. Describe the medical management provided for adverse reaction (if any) to the    

   research participant. (Include information on who paid, how much was paid and  

   to whom). ……………………………………………………………………………………………

10. Provide details of compensation provided / to be provided to participants. (Include  

   information on who pays, how much, and to   

   whom)………………………………………………………………………………………………………………….
11. Outcome of SAE

Resolved/ Ongoing/ Death   

   Others (specify)      ………………………………………………………………………………………………..
12. Provide any other relevant information that can facilitate assessment of the case such as medical history.……………………………………………………………………………………………


………………………………………………………………………………………………………………………………..

Provide details about PI’s final assessment of SAE relatedness to trial.

………………………………………………………………………………………………………………………………..
Signature of PI with date : ………………………………………………………………

Reviewed by:………………………………………………………..

Comment:……………………………………………………………

Date:…………………………………………………………………

Action:………………………………………………………………
Serious Adverse Event reporting format (Clinical Trials)
	
	Serious Adverse Event Reporting Format                        (Clinical trials)

  ICMR-NIRWoH Ethics Committee for Human Studies


	Project No. ……………………………           Duration of the study: ……………………………….

Title of study: ………………………….......………...………………………………………………………......................
………………...…………………….…………………………………………………………………………………………………………………………

Principal Investigator (Name, Designation and Affiliation): …..………………...................……………….....………….

  Co-PIs/Collaborators (Name, Designation and Affiliation): ……………………………............................………
…………………………………………………………………………………………………………………………………………………….


1. Participant details :

Initials and Case No.ID           Age at the time of event
   

Gender: Male/ Female
     ………………                            ….……………………                  …………… 

Weight:……………..(Kgs)                         
                       
            





Height:.….………….(cms)
2. Report type: Initial/ Follow-up/ Final 

If Follow-up report, state date of Initial report: ……………………………………


What was the assessment of relatedness to the trial in the Initial report?


By PI – Related


By Sponsor – Related

By EC – Related



Unrelated



Unrelated


Unrelated

3. Describe the event and specify suspected SAE diagnosis:………………………………

…………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………

4. Date of onset of SAE : ……………………  Date of reporting:……………………………………
5. Onset lag time after administration of intervention: …………………………………………

6. Location of SAE(Clinic/Ward/Home/Other)…………………………………………………..

7. Details of suspected drug/device/investigational procedure causing SAE:

I. Suspect drug (include generic name) device/intervention: ……………………………………………
……………………………………………………………………………………………………………

II. Indication(s) for which suspect drug was prescribed or tested:………………………………………
……………………………………………………………………………………………………………

III. Route(s) of administration, daily dose and regimen, dosage form and strength:…………………………
……………………………………………………………………………………………………………

IV. Therapy start date:………………………….   Stop Date: ……………………………………

8. Was study intervention discontinued due to event?


                         Yes/ No

9. Did the reaction decline after stopping the drug/procedure? 


Yes/ No

If yes, provide details about the reduced dose:………………………………………………………

10. Did the reaction reappear after reintroducing the drug/procedure?  
   Yes/ No/NA
If yes, provide details about the dose:……………………………………………………………

11. Concomitant drugs history and lab investigations:

I. Concomitant drug(s) and date of administration: ......................................................

.................................................................................................................................................

II. Relevant test/laboratory data with dates:.....................................................

.........................................................................................................................................

III. Patient relevant history including pre-existing medical conditions (e.g. allergies, race, pregnancy, smoking, alcohol use, hepatic/renal dysfunction etc)...................................
.........................................................................................................................................

12. Have any similar SAE occurred previously in this study? If yes, please provide details.    Yes/No
................................................................................................................................................

13. Seriousness of the SAE:

Death





Congenital anomaly




Life threatening




Required intervention to prevent


Hospitalization-initial or prolonged


Permanent impairment/damage


Disability





Others (specify) 




..................................................................................................................................................

14. Describe the medical management provided for adverse reaction (if any) to the research participant. (Include information on who paid, how much was paid and to whom)

.................................................................................................................................................. 

15. Outcome of SAE:

Fatal




Recovered


Continuing



Unknown


Recovering 



Other (Specify)……………………………………

16. Was the research participant continued on the trial?

  
      Yes/No/NA
17. Provide details about PI’s final assessment of SAE relatedness to trial.

...................................................................................................................................................

18. Has this information been communicated to sponsor/CRO/regulatory agencies?  Yes/No
   Provide details if communicated (including date)

19. Does this report require any alternation in trial protocol?


Yes/No 
20. Provide details of compensation provided/to be provided the participants (Include information on who pays, how much and to whom)...............................................................
..................................................................................................................................................
Signature of PI with date:............................................................................
CHECKLIST FOR SUBMISSION OF SERIOUS ADVERSE EVENT REPORT (SAE) OCCURRING IN CLINICAL TRIAL/BIO-EQUIVALENCE STUDY
	S.No.
	Details
	

	1.
	Country (Name of the country should be specified)
	

	2.
	SAE report of death or other than death, Please tick (✓)
	Death
[image: image1]
	Other Than Death

	
	
	Yes/No
	Page No.

	3.
	In case of Serious Adverse Event(SAE), please specify if there is any injury to the subject (Please specify Yes/No) in the box
	
	

	4.
	Protocol Title
	
	

	5.
	Protocol Study No./ ID /Code
	
	

	6.
	Copy of Clinical Trial permission/ BE-NOC obtained from CDSCO
	
	

	7.
	CTRI Registration No. (Mandatory for Clinical Trial Permitted after

15/06/09)
	
	

	8.
	Sponsor(Address with contact no and Email)
	
	

	9.
	CRO (Address with contact no and Email)
	
	

	10.
	Clinical Trial Site address and site number.
	
	

	11.
	Initial / Follow-up (FU)
	
	

	12.
	In case of follow-up: Date & Diary no of initial or recently submitted

report information
	
	

	13.
	Patient/Subject Details
	
	

	a.
	Initials & other relevant identifier (Hospital/OPD record number etc.)
	
	

	b.
	Gender
	
	

	c.
	Age, Date of birth, Weight & Height
	
	

	14.
	Suspected Drug(s)/Medical Device
	
	

	a.
	Generic name of the Drug(s)/Device.
	
	

	b.
	Indication(s) for which suspect/study drug was prescribed or tested.
	
	

	c.
	Dosage form and strength / Dosage regimen
	
	

	d.
	Route of administration.
	
	

	e.
	Starting date and time of day.
	
	

	f.
	Stopping date and time & duration of treatment
	
	

	g.
	Baseline values of investigations prior to administration of Suspected

Drug(s)/ Medical Device.
	
	

	15.
	Other Treatment(s) / Concomitant Drug History
	
	

	
	Provide the same information for concomitant drugs (including non-

Prescription /OTC Drugs) and non-drug therapies, as for the suspected drug(s)
	
	

	a.
	Generic name of the Drug(s)/Device.
	
	

	b.
	Indication(s) for which suspect/study drug was prescribed or tested.
	
	

	c.
	Dosage form and strength / Dosage regimen
	
	

	d.
	Route of administration.
	
	

	e.
	Starting date and time of day.
	
	

	f.
	Stopping date and time & duration of treatment
	
	

	16.
	Details of the events
	
	

	a.
	Full description of event (s) including body site and severity, as well as the criterion (or criteria) for regarding the report as serious. In addition to a description of the reported signs and symptoms, whenever possible, describe a specific diagnosis for the reaction.
	
	

	b.
	Start date (and time) of onset of reaction.
	
	

	c.
	Stop date (and time) or duration of reaction.
	
	

	d.
	Dechallenge and rechallenge information.
	
	

	e.
	Setting (e.g., hospital, out-patient clinic, home, nursing home).
	
	

	f.
	Expectedness of SAE (Expected / Unexpected) as per IB
	
	

	17.
	Outcome
	
	

	a.
	Information on recovery and any sequelae; results of specific tests and/or

treatment that may have been conducted.
	
	

	b.
	For a fatal outcome, cause of death and a comment on its possible

relationship to the suspected reaction; any post-mortem findings.
	
	

	c.
	Other information: anything relevant to facilitate assessment of the case,

such as medical history with date including allergy, drug or alcohol abuse; family history; findings from special investigations etc.
	
	

	18.
	Details about the Investigator
	
	

	a.
	Name
	
	

	b.
	Address
	
	

	c.
	Telephone/Mobile Number & Email
	
	

	d.
	Profession (specialty)
	
	

	e.
	Date of reporting the event to Licensing Authority:
	
	

	f.
	Date of reporting the event to Ethics Committee overseeing the site:
	
	

	g.
	Date of reporting the event to Sponsor/CRO
	
	

	h.
	Signature of the Investigator
	
	

	19.
	Details about the Ethics Committee
	
	

	a.
	Name & Address
	
	

	b.
	Name of Chairman & Address
	
	

	c.
	Telephone/Mobile Number
	
	

	d.
	Email
	
	

	20.
	Adverse Event Term / Details of SAE
	
	

	21.
	Causality Assessment by Investigator with reasoning for Relatedness/Un- relatedness along with supporting investigational documents. For SAE-Death the name(s) of the suspected drug(s) must be provided after Unblinding.
	
	

	22.
	Causality Assessment
by Sponsor/ CRO with
reasoning for Relatedness /Un-relatedness. For SAE-Death the name(s) of the suspected drug(s) must be provided after Unblinding.
	
	

	23.
	Causality Assessment
by Ethics Committee with reasoning for Relatedness /Un-relatedness. For SAE-Death the name(s) of the suspected drug(s) must be provided after Unblinding.
	
	

	24.
	Details of compensation provided for injury or death. In case no

compensation has been paid, reason for the same.
	
	

	25.
	Duly filled SAE Form as per Appendix XI of Schedule Y
	
	

	26.
	Laboratory investigations report /Discharge summary during the time of

SAE.
	
	

	27.
	Post-mortem report & Medical death certificate (if applicable)
	
	

	27.
	Copy of Signed Informed Consent Form of the Subject/Patient along with

English version.
	
	

	28.
	Filled copy of CRF
	
	

	29.
	Socioeconomic background of
subject/ patient viz. Qualification, Occupation, Monthly income.
	
	

	30.
	Copy of latest amended version of Protocol approved by CDSCO.
	
	

	31.
	Copy of Investigator’s Brochure (In case of SAE-death)
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