Overview documents for submission to Ethics Committee Local Opinion
Initial submission
	Document
	Number

	Protocol
	4

	Investigator’s Brochure
	4

	Patient Information & Informed Consent in Dutch
	6

	Protocol Synopsis in Dutch
	6

	EudraCT Application Form
	1

	CV Principal Investigator
	1

	Agreements
	1

	Insurance
	1

	Proof of Payment
	1

	Checklist EC
	4

	Electronic version of submitted documents via e-mail or CD-ROM
	1


Amendment

If substantial amendment with AZ Sint-Lucas Brugge as additional site: complete file as initial submission.
	Document
	Number

	Protocol Amdt
	1

	Updated Investigator’s Brochure
	1

	Updated Patient Information & Informed Consent in Dutch
	1


Fees

Interventional trial: € 360,29
Non-interventional trial: € 120,10
Bank details:

Bank account number: 440-0347661-85

AZ Sint-Lucas Brugge vzw
Sint-Lucaslaan 29

8310 Brugge
KBC Bank

Bossuytlaan 1

8310 Assebroek
IBAN: BE 89 4400 3476 6185

BIC: KREDBEBB

Communication: EC064/Study code or study acronym
