
 

1  Version 5.0, 01/02/2024 

Date of inclusion:  / /  

(SERIOUS) ADVERSE EVENTS ((S)AE) CRF 

Study number: 

 

(S)AE number: 1 / 2 / 3 / 4 / 5 / 6 / 7 / 8 / 9 / 10 

Descrip�on of (S)AE (in Dutch or English): 

General informa�on 

Ini$als inves$gator:_______________________________ Signature inves$gator: 

Date of report: ___/___/___     Date of (S)AE onset ___/___/___ 

_______________________________________________________________________________________________________

_______________________________________________________________________________________________________

_______________________________________________________________________________________________________

_______________________________________________________________________________________________________

_______________________________________________________________________________________________________

_______________________________________________________________________________________________________ 

○ Resolved without sequelae  date:  ___/___/___ 

○ Resolved with sequela(e)  date: ___/___/___     and describe sequela(e): ____________________________________ 

○ Ongoing (pending)      __________________________________________________________ 

○ Death    date:   ___/___/___ 

 Outcome 

○ None 

○ Unlikely 

○ Possible 

○ Probable 

○ Definite 

○ None 

○ Interrupted 

○ Stopped 

○ Other, please specify: ________________________ 

Rela�onship with the study procedures:     Ac�ons regarding study par�cipa�on 

○ Stroke progression 

○ New ischemic stroke 

○ Intracranial hemorrhage 

○ Extracranial hemorrhage 

○ Cardiac Ischemia 

○ Allergic reac$on 

○ Pneumonia 

○ Other infec$on, ___________________________________ 

○ Other, ___________________________________________ 

○ Stroke progression 

○ New ischemic stroke, which territory___________________ 

○ Intracranial hemorrhage 

○ Extracranial hemorrhage 

○ Cardiac Ischemia 

○ Allergic reac$on 

○ Pneumonia 

○ Other infec$on, ___________________________________ 

○ Other, ___________________________________________ 

Select most likely cause of SAE, please choose one:    Was there another  cause for SAE, you may choose mul�ple 

○  No           ○ Yes 

○ Results in death 

○ Life threatening (at the $me of event) 

○ Requires prolonged hospitaliza$on 

○ Results in persistent or significant disability or incapacity 

○ Other, please specify: ___________________________ 

○ Not listed above (i.e. not a serious adverse event) 

An SAE is ‘expected’ if this is one of the known side effects of the 

study treatment or one of the common (poten�ally) serious com-

plica�ons a er stroke.  

○  No           ○ Yes 

Serious Adverse Event category, please choose one:    SAE expected? 

Was there neuro-imaging performed 

for this (S)AE: 

○  Yes 

 

○ No  

Neurologic deteriora$on of 2 points or 

more on 1 NIHSS subcategory:  

○  Yes  

 

○ No  

Neurologic deteriora$on of 4 points or 

more on NIHSS:  

○  Yes  

 

○ No  

 Deteriora�on and neuro-imaging 

Was this event an adverse event or a 

serious adverse event:  

○  AE  (con$nue to rela$onship with 

study procedures) 

○ SAE  
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Study number: Date of inclusion:  / /  
 

(SERIOUS) ADVERSE EVENTS ((S)AE) CRF 

Review all Data for this Visit 

Physician 

Date:  ___/___/___ 

Signature: _________________________________________ 

Study Nurse 

Date:  ___/___/___ 

Signature: _________________________________________ 

Other, comments:_______________________________________________________________________________________ 

______________________________________________________________________________________________________

______________________________________________________________________________________________________ 

______________________________________________________________________________________________________ 


