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Secrecy Agreement
	Study Name:
	     

	CTIS-number (Clinical Trials Information System)/ ClinicalTrial.gov number:
	     

	Sponsors Name:
	     

	Planned Study Start (mm/yyyy)
	     

	Principal Investigator Name:
	     

	Site namn/no:
	     

	Site adress:
	     


Named representative from Company/Sponsor (see above) or their partners are authorized to access documents included in medical records for the subjects included in the above clinical trial, for which written consent has been obtained. 
The granted license is subject to compliance with the provisions in (indicate applicable law with ”X” below)

[bookmark: _Hlk513725529]☐		25 kap. 1 §, offentlighets- och sekretesslagen (SFS 2009:400) för det allmännas verksamhet
Chapter 25, §1, Public Access to Information and Secrecy Act (SFS 2009:400), for public providers

☐	6 kap. 16 § patientsäkerhetslagen (SFS 2010:659) för enskild verksamhet
	Chapter 6, §16, Patient Safety Act (SFS 2010:659) for private providers

In addition, the documents must be left in the designated place and any copying may be referred to the person responsible for the records.
	
	
	

	Signature by responsible records representative
	
	Date

	     


  Title & texted name
The undersigned knows and agrees to combly with the provisions of the applicable ”Public Access to Information and Secrecy Act” and ”Patient Safety Act”.
	


	
	

	Signature by monitor
	
	Date

	     


  Company, Title & texted name 

INFORMATION

Background
[bookmark: _GoBack]Source data verification is a central and important part of the control of the documentation collected during clinical trials. Usually, this source data review is done by comparing data documented in the trial's Case Report Form (CRF) with documentation available in the patient's medical records or in other documentation. This source data review is usually carried out by the sponsor's monitor, but other sponsors, such as auditors and project managers, as well as third-party officials may also need to check source data.
In Sweden, the patient medical record is classified as confidential and only those who actively participate in the patient's care have access to this. For the above persons to get access to the patient medical records, the patient is required to give permission for this in accordance with the requirements described in ICH E6(R2) GCP 4.8.10 (n) and for medical device in ISO14155:2020 5.8.5 g. This means that there should always be a paragraph in the patient's informed consent where the patient authorizes the disclosure of the medical records to these persons. If this section is missing, the trial does not meet the Good Clinical Practice (GCP) requirements and cannot be conducted.
Each healthcare institution in Sweden has appointed a responsible person, whose tasks include monitoring patient records in accordance with the rules and regulations described in the Public Access to Information and Secrecy Act, and the Patient Safety Act. This responsibility usually resides at the head of clinic/department level, or equivalent.
Any person from the sponsor or subcontracted partners who wishes to get access to patient medical records in a clinical trial must first have written approval from the responsible person. It is the responsibility of the sponsor's staff or authority to together with the responsible investigator identify the person in the organization responsible for patient records and to ensure that the secrecy agreement is established. 
The Public Access to Information and Secrecy Act covers clinical trials that are conducted within the public health care system
The Patient Safety Act covers clinical trials conducted within private health care 
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