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Instructions:  Complete all required fields so the PSRT has all information needed to consider the adverse event. 
Site:      
Date (dd-MMM-yy):      
Completed by:      
Email address:      
PTID:      
Participant Age: (indicate years, or months, weeks, days, as appropriate):      
Cohort:  FORMCHECKBOX 

Study Drug Exposure Information:

Maternal Dose  FORMCHECKBOX 

n/a

Date:       (dd-MMM-yy) Dose:        mg.


Infant Dose:   FORMCHECKBOX 

n/a

Dose #1 @ Birth:     Date:       (dd-MMM-yy) Dose:        mL.   FORMCHECKBOX 
 not dosed
Dose #2 @ Day 3:     Date:       (dd-MMM-yy) Dose:        mL.  FORMCHECKBOX 
 not dosed
Dose #3 @ Day 5:     Date:       (dd-MMM-yy) Dose:        mL.  FORMCHECKBOX 
 not dosed
Potential Pauseable Adverse Event that occurred after exposure to TDF, as specified in the protocol:
 FORMCHECKBOX 
 Maternal death judged to be possibly, probably, definitely or probably not related to the study drug
 FORMCHECKBOX 
 Infant death judged to be possibly, probably, definitely or probably not related to the study drug
 FORMCHECKBOX 
 Maternal Grade 4 AE judged to be possibly, probably or definitely related to the study drug.

 FORMCHECKBOX 
 Infant Grade 4 AE judged to be possibly, probably or definitely related to the study drug. 

 FORMCHECKBOX 
 Maternal Grade 3 AE judged to be possibly, probably or definitely related to the study drug. 
 FORMCHECKBOX 
 Infant Grade 3 AE judged to be possibly, probably or definitely related to the study drug.  
Primary AE (diagnosis or symptom):      
AE onset date (dd-MMM-yy):      
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Relationship to study product: 

 FORMCHECKBOX 
 Definitely related


 FORMCHECKBOX 
 Probably related

 FORMCHECKBOX 
 Possibly related 


 FORMCHECKBOX 
 Probably not related


 FORMCHECKBOX 
 Not related




Name of site PI assigning grade and relationship to study product:      

 FORMTEXT 
       
Has this AE been reported on a SCHARP AE Log form?


 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No 

Has this AE been reported as an EAE?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Narrative Summary: Describe the sequence of the signs and/or symptoms, relevant past medical history, diagnosis, intervention and/or treatment, relevant lab tests and results and current status of participant.  Please describe the site’s follow-up plan:
	Please expedite submission of the AE CRF to SCHARP and the EAE Reporting Form to RCC. 

Email completed form to 057PSRT@HPTN.org.  The PSRT/SCHARP Clinical Affairs will reply to this e-mail within one business day of receipt.  The reply will indicate whether or not this event meets criteria for PSRT review. If an email response is not received from the PSRT within 3 business days, re-contact the PSRT or SCHARP Clinical Affairs (sc.clin.aff@scharp.org) for assistance.
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