MTN 004

SERIOUS ADVERSE EVENT (SAE) REPORT FORM

	Protocol Number
	Centre
	Country
	Subject Number

	
	
	
	



Date of Report: __ __ / __ __ __ / ____ __ 
                                (DD)       (MMM)        (YYYY)
	1. TYPE OF REPORT
( Initial Report
( Follow-Up Report (#____)
( Final Report
	2. DEMOGRAPHICS          
PTID:  __________________________                                  
Date of Birth: __ __ / __ __ __ / ____ __ 
(DD)       (MMM)        (YYYY)
     RACE: Please circle one

     American Indian or Alaskan Native

     Asian

     Black or African American

     Native Hawaiian or Other Pacific Islander

     White
     Mixed
     Other-Specify____________



	3. SERIOUS ADVERSE EVENT
Please provide diagnosis (or signs or symptoms if diagnosis not known)
 ________________________________________________________

__________________________________________________
__________________________________________________

__________________________________________________

__________________________________________________
	4. START DATE of EVENT
__ __ / __ __ __ / ____ __    TIME: ____:______hr

(DD)       (MMM)        (YYYY)

STOP DATE of EVENT
__ __ / __ __ __ / ____ __   TIME: _____:_____ hr

(DD)       (MMM)        (YYYY)
(“--“ if ongoing)

	5. CRITERIA FOR SAE or REPORT

Please specify the criteria for considering this as a SAE, and
mark all that apply
( Resulted in Death

    Was an autopsy performed   ( Yes   ( No

    If Yes, please provide report

( Life Threatening Event

( Resulted in Persistent of Significant Disability/Incapacity

( Required or Prolonged Hospitalisation

    Admission Date __ __ / __ __ __ / ____ __
                                  (DD)       (MMM)        (YYYY)
    Discharge Date __ __ / __ __ __ / ____ __
                                  (DD)       (MMM)        (YYYY)
( Congenital Anomaly/Birth Defect

( Medically Significant

( Pregnancy

( Cancer (IND studies only)

( Other (specify)________________________________


	6. SEVERITY

(  Mild/ Grade 1

(  Moderate/ Grade 2

(  Severe/ Grade 3

(  Life Threatening/ Grade 4



	
	7. OUTCOME
 (   Recovered

(   Recovered with sequelae
 (   Ongoing at study conclusion
(   Died
 (   Unknown

8. RELATIONSHIP OF EVENT TO STUDY PRODUCT 

(  Definitely

(  Probably

(   Possibly

(   Probably not 
(   Not Related



	
	11. WAS THE SUBJECT WITHDRAWN FROM STUDY

DUE TO THIS EVENT?

( Yes

( No

	9. ACTION TAKEN WITH STUDY PRODUCT(S)
( None

( Study Product(s) administration delayed

( Study Product(s) administration stopped

( Not Applicable


	

	10. REOCCURENCE OF EVENT AFTER FURTHER

    ADMINISTRATION STUDY PRODUCT(S)

( No Recurrence of Event

( Event Reappeared

( Unknown at time report

( Not Applicable


	


	12. STUDY PRODUCT(S) INFORMATION

Study Product Name                                   Dose Form & Strength            Route/Site                            Start Date Study Product

                                                                                                                                                                                               (DD/MMM/YYYY)

________________________________   _______________________  ___________________        __ __ / __ __ __ / ____ __                                              

________________________________   _______________________  ___________________       __ __ / __ __ __ / ____ __                                              

________________________________   _______________________  ___________________       __ __ / __ __ __ / ____ __                                              

Indication:____________________________________________________________________

Blinding Broken:

( Yes




( No




( Not Applicable


	13. CONCOMITANT MEDICATIONS. A photocopy of the Concomitant Medications CRF page may be attached

	Drug Name
	Strength
	Dose
	Frequency
	Route
	Reason for Use
	Start Date

(DD/MMM/YYYY)
	Stop Date

(DD/MMM/YYYY)  or Continuing

	Example: Panadol 
	500mg
	2 tabs
	4 hourly
	Oral
	Headache
	01/NOV/2004
	01/NOV/2004

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	14. MEDICATIONS USED TO TREAT SAE

	Drug Name
	Strength
	Dose
	Frequency
	Route
	Reason for Use
	Start Date

(DD/MMM/YYYY)
	Stop Date

(DD/MMM/YYYY)  or Continuing

	Example: Panadol 
	500mg
	2 tabs
	4 hourly
	Oral
	Headache
	01/NOV/2004
	01/NOV/2004

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


	15. RELEVANT MEDICAL HISTORY. Please provide details of past and/or current medical history that may have contributed to this SAE (including allergies)

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

16. DESCRIPTION OF EVENT. Please provide brief narrative description of SAE, including relevant diagnostic findings, lab data, treatment etc.
____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________




	17. SIGNATURES.
Investigators Name: ​​​​​​​​​​​​​​​​​​​​​​​​_____________________________________________   Date: ___________________________

                                                                                                                                                                         (DD/MMM/YYYY)
Investigators Signature:___________________________________________

Starpharma Clinical Representative Name: ___________________________ Starpharma  Receipt Date:___________________

                                                                                                                                                                  (DD/MMM/YYYY):

Starpharma Clinical Representative Signature:_____________________________

	18. STARPHARMA REVIEW

COMMENTS:

___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________​​​

19. MEDICAL MONITOR EVENT CLASSIFICATION:

a) Is the event RELATED to the study product use?

( Yes

( No

If no, please comment:____________________________________________________________________________________

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

b) Is the event UNEXPECTED?

( Yes

( No

If unexpected, which criteria is the event to be identified in the Investigator Brochure by?

( Nature

( Severity

( Frequency

20. REGULATORY REPORTING REQUIREMENTS:

Is the event reportable to Local and Worldwide Regulatory Authorities (Related to Study Product)?               ( Yes     ( No

          Reportable due to Unexpected and Life Threatening   (Report within 7 days)                                        ( Yes     ( No

          Reportable due to Unexpected and Non Life Threatening (Report within 15 days)                                ( Yes     ( No

Regulatory Reports Sent To:

Australia     ( Yes     ( No           Sent By: ____________________________     Date Sent;___________________________

Europe       ( Yes     ( No           Sent By: ____________________________     Date Sent;___________________________

USA           ( Yes     ( No           Sent By: ____________________________     Date Sent;___________________________

21. MEDICAL MONITOR SIGNATURE:
Medical Monitor Name: ​​​​​​​​​​​​​​​​​​​​​​​​__________________________________________     Date and Time:_______________ _________

                                                                                                                                                                                (DD/MMM/YYYY)     (00:00hr)
Medical Monitor Signature:___________________________________________



	


