National Dose Plan Bank

Signature sheet regarding data sharing.

(Form A.1.0)

Protocol / study: XXX

Local investigators: XXX

Date: XX / XX / XXXX

Under the conditions described on page 2 of this document, in particular the distribution of responsibility for notification the Danish Data Protection Agency and the Ethical committee system, permission is hereby granted for the following change of data access in the national dose plan bank:

The level of access to data from the institution _____________participating in the above protocol must be changed to the following:

	Person with access
	From institution
	Level of access

	-
	-
	-

	-
	-
	-

	-
	-
	-

	-
	-
	-

	-
	-
	-

	-
	-
	-

	-
	-
	-


Explanation of access levels:

• Only own data: The person with access can only access data from their own institution, as well as attach their own data to the above protocol / study.

• Restricted access: The person with access can view summary data from the sending institution but does not have access to the original DICOM data.

• Full access: The person with access has the option of asking the dose plan bank to send data to any recipient (usually themselves) and can thus access the full DICOM data set.

Date and signature
1) Chief physician at the department submitting data
__________ ______________________________________________

Date XXX, On behalf of department XX, XX hospital

or

2) Authorized representative
__________ _______________________________________________

Date XXXX, on behalf of XXXX

With attached documentation from the chief of department holding the transferring data: ________

Further explanation

Legislation and liability

The national dose plan bank in Odense has been approved by the Danish Data Protection Authority in the Region of Southern Denmark under umbrella 2008-58-0035.

In addition, it is the responsibility of the investigators to obtain the necessary permits from the committee system and otherwise ensure that the legislation is complied in connection with the use of data in the above protocol.

It is the responsibility of recipients and senders of data to ensure that the local databases are correctly notified to the Data Protection Authority, and that data is used in accordance with the law.

The signing party
The signing party is the head of department or a specialist chief physician. Signatures are made on behalf of the department and the signing part must, in case of doubt, secure authorization before signing.

The use of data

The use of data can be further specified in an additional document that can be attached to this agreement. It is for the participating institutions and persons to formulate such agreements, just as it will be the responsibility of the participating institutions and persons to ensure compliance with such agreements.

The group managing the National Dose Plan Bank is solely responsible for opening and closing the access to data as described on page 1 and can thus not be involved in any disputes concerning the use of data.

Extending access

The addition to the group of persons with access to data can only take place by sending and signing a new document. Access to additional people or institutions is not allowed, no matter how obvious it was that this was the intention of the original request.

Therefore, to avoid unnecessary queries, investigators should ensure that all persons in need of access to data are explicitly listed in the table on page 1.

Security

The group administering the national dose schedule bank is responsible for safety as long as the data is in the national dose schedule bank. However, for participants with full access to data it is possible to send data to all institutions. At that moment, the group administering the national dose plan bank is no longer responsible for the data sent, cf. the above section, and it is the responsibility of the recipients of these data to ensure logging and restriction of access in accordance with the law.
