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PLACE IN SITE FILE #1.5.3 

Quarterly quality check 
re. 
requirements for electronic case report form (eCRF) use
 and specific domain conduct


Site:
Klik eller tryk her for at skrive tekst.

Site investigator:
Klik eller tryk her for at skrive tekst.


Time point for this quality check:
Mark one (X) and specify 
☐ Trial start, dd-mm-yyyy: Klik eller tryk her for at skrive tekst.
☐ March, year: Klik eller tryk her for at skrive tekst.
☐ June, year: Klik eller tryk her for at skrive tekst.
☐ September, year: Klik eller tryk her for at skrive tekst.
☐ December, year: Klik eller tryk her for at skrive tekst.

This quality check should be done before starting screening to INCEPT and in March, June, September, and December every year. 
Site investigators will receive an email from sponsor site before initiation and in the beginning of the above months with a reminder of doing the named quality checks.
The quality check must be filled out and signed by the site investigator and stored in the site file.
A copy of the quality check must be sent by e-mail to contact@incept.dk before screening of the first participant and by the end of the above months.


As site investigator I have checked and if needed, updated the following:
	Subject

	Procedure check

	eCRF (EasyRF)

	Site user list is updated, including individual roles in the EasyRF system.

Note: Remember to remove roles from users who have left the department.


	Training log
	Trial staff listed on the delegation log is updated, including end date for trial staff no longer employed or involved in INCEPT. 


	INCEPT-Thromboprophylaxis
Trial drug

	As site we participate in the thromboprophylaxis domain:
☐ Yes
☐ No

We use… (mark the one in use)
☐ Tinzaparin (Innohep)
☐ Dalteparin (Fragmin)
☐ Enoxaparin (Inhixa) 
at my site, which is unchanged from last quarterly check.

We have changed to…
☐ Tinzaparin (Innohep)
☐ Dalteparin (Fragmin)
☐ Enoxaparin (Inhixa)
☐ another LMWH: Klik eller tryk her for at skrive tekst.

Date of change (dd-mm-yyyy):
Klik eller tryk her for at skrive tekst.


	INCEPT-Thromboprophylaxis


	I confirm that we do not practice systematic screening of all ICU patients for deep vein thrombosis



.
Date: 			 
Klik eller tryk her for at skrive tekst.

Site investigators signature:  ____________________________________________________
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