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methods’ for routine tests.
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have been reported. This infection, called necrotizing fasciitis of the perineum, is also referred to as Fournier’s 
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 an elevation of AST and/or ALT g 3 fold ULN combined with an elevation of total bilirubin g 2 fold ULN 

 of ALT and/or AST g 5 fold ULN

creatinine value showing a g 2 fold increase from baseline and is above the 

For the AESI <decreased renal function= the Investigator shall collect an unscheduled laboratory sample for creatinine 
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 Requires hospitalisation or prolongation of existing inpatient’s hospitalisation** 

 

 

* <Life threatening= in the definition of <serious= refers to an event in which the subject was at risk of death at the time of the e

** <Hospitalisation= means any unexpected admission to a hospital department. It does not usually apply to scheduled admissio
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Ingelheim’s (BI’s) Investigator Brochure for the Productor BI Drug Information e.g. Summary of Product 
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coated tablet debossed with <S10= on one side and the Boehri
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 Not waive or appear to waive subject’s legal rights

 

 

 

 

 

The investigator must ensure that the subject’s privacy is maintained. On the CRF or other documents submitted to 

investigator shall permit direct access to subjects’ records and source document for the purposes of monitoring, 

completion, as per the Sponsor’s requirements. Subject files and other source data (including copies of protocols, 
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 100 % of consent forms will be reviewed along with all SAE’s.
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study. All information given here is based upon the publications <

Echocardiography and the European Association of Cardiovascular Imaging=, published by Lang et al in 2015 and 

<

graphy and the European Association of Cardiovascular Imaging=, published by 

file should be named as <last name = study ID= and <first name = baseline (0) or follow up (1)=. Bir
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left atrium in the full length. If the left atrium can’t be recorded at full length together with the left ventricle, you 
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can’t be recorded in full length together with the left ventricle, an additional loop with focus on the left atrium 



–



–

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 


