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MODEL

GENETIC RESEARCH

RESPONSIBLE CLINICIAN AGREEMENT

1. Parties to this Agreement

Ílegusavnið

Ministry of Health and Social Services

Eirargarður 2, 4th floor

FO-100 Tórshavn

Faroe Islands

(hereinafter, "Genetics Resource Centre" or "the GRC")

and 

________________________________________ (name and position)

________________________________________ (address)

________________________________________ (address)

(hereinafter, "Responsible Clinician".

2. Scope of Agreement

a. Rights and Obligations:  

This Agreement governs the rights, responsibilities and obligations of the Responsible Clinician regarding the Research Project described below.

b. Research Project:  __________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________, hereinafter, "Research Project". 

c. Scientific Ethics Committee Approval:

The Research Project was approved by the Scientific Ethics Committee on ______________________________.

d. GRC Agreement:

The Research Project is governed by GRC Model Agreement No. ________________, dated ___________________ between the GRC and _____________________________________(Research Collaborator).

3. Enabling Legislation

This Agreement is provided for under enabling legislation enacted by the Faroese Parliament, Act No. 62 on Human Genetics Research dated 17 May 2005, § 2, § 4, paragraphs 5 – 7, and § 7, paragraph 2 and 4, hereinafter, "the Act".

According to the Act an individual who provides tissue samples to the NHGRC shall be deemed to be a patient subject to the law governing patients' rights. 

4. Certification 

The Responsible Clinician attests to being a certified _____________________________ and a member in good standing of the National Health Care System, whose current position is _____________________________.  The Responsible Clinician shall provide the GRC a copy of said certification upon request.

5. Obligations of the Responsible Clinician

a. Obligations pursuant to the Act

Under Article 1, § 2 Definitions of the Act, the obligations of the Responsible Clinician are set forth as follows:

"The Responsible Clinician…has responsibility for the contact between an individual and the authorities.  The Responsible Clinician has the responsibility to ensure that the data on individuals held in the registries of the National Human Genetics Resource Centre is correct.  Communication with an individual participating in a research study shall only occur via the Responsible Clinician."

b. Obligations pursuant to protocols

The practical responsibilities of the Responsible Clinician shall be consistent with general clinical trial or preliminary study protocols and the stipulations otherwise set forth in the referenced Research Project, to wit:

1) to review the diagnostic information of those who have received a specific diagnosis, and, 

2) if the Research Project involves human tissue samples, to request specific individuals to provide tissue samples pursuant to the directives on informed consent and other procedures set forth in the documents submitted to the Scientific Ethics Committee as part of the application for approval of a research project; 

and thereafter to submit to the GRC the following:

1) Diagnostic code relevant to a specific disease consistent with the ICD10 codes linked to a specific person whose identity has been de-identified pursuant to the anonymity protocols employed by the GRC, plus other de-identified diagnostic information specified in the applicable research protocol;

2) Tissue sample for said individual whose identity has been de-identified pursuant to the anonymity protocols employed by the GRC.

c. Obligation to maintain a time/activity journal 

The Responsible Clinician shall maintain a time/activity journal to record specific information about the various tasks/activities undertaken by the Responsible Clinician and/or his/her staff in performance of this Agreement and related to the specific Research Project that is the subject of this Agreement. The Responsible Clinician shall ensure that the following information is recorded:  location of task/activity, a detailed description of the specific task or activity, and the time used (in intervals of at least one-half hour) to carry out said task or activity The Responsible Clinician shall submit a copy of the time/activity journal to the GRC on the _________ day of each month or no later than the first subsequent business day.

d. No later than ____________________________, the Responsible Clinician shall transfer to the GRC all of the specific information requested under this Agreement.

6. Compensation

Pursuant to § 4, paragraph 7 of the Act, the Responsible Clinician shall be financially independent of any research projects arranged under the auspices of the GRC and in this regard shall only be compensated by the GRC for any work performed relative to said research projects.

The Responsible Clinician shall be compensated at the rate of _____________ DKK per hour his/her staff shall be compensated at the rate of ___________ DKK per hour.  The Responsible Clinician shall be solely responsible for his/her staff and their specific working conditions.  Said staff may only receive an hourly-based compensation.  The foregoing notwithstanding, the Responsible Clinician and/or his/her staff may elect not to receive any compensation for their work.  

The Responsible Clinician acknowledges and agrees that he/she and his/her staff may only be compensated by the GRC for the work carried out relative to a specific research project arranged for under the auspices of the GRC and, as a consequence, may not receive any financial or in-kind compensation in any form from the entity(ies) that has arranged for or is conducting any and all research related to the information provided by the Responsible Clinician and his/her staff.  The Responsible Clinician further acknowledges and agrees that representatives of the entity carrying out the research pursuant to the Research Project may, without compensation from the GRC or the Responsible Clinician, participate in or provide advice to the Responsible Clinician and/or his/her staff relative to the work being conducted under § 7 Verification of Diagnosis, with the understanding that all such work is carried out under the control, supervision and ultimate responsibility of the Responsible Clinician.

The amount of compensation requested by the Responsible Clinician pursuant to this Agreement shall be transferred no later than the beginning of the month following the date of submission of a copy of the relevant time/activity journal.

Other expenses incurred at the work site of the Responsible Clinician or relative to the work carried out in performance of this Agreement shall be invoiced to the GRC as incurred for payment in due course.

7. Verification of Diagnosis

Pursuant to § 7, paragraphs 2 and 4 of the Act, the Responsible Clinician has the authority to receive relevant health information from the Heath Care System, including specialists in private practice.  This authority is provided to ensure the accuracy of the respective clinical diagnoses reviewed by the Responsible Clinician.  When the Responsible Clinician submits such a request, the request shall be provided to the director of the relevant health care entity. The Responsible Clinician shall provide notice to the GRC that such a request has been made, but shall not include any specific information relevant to the individual(s) who is the subject of said request.

When the Responsible Clinician requests said health information, the request shall indicate:

a. the name and number of the Research Project;

b. the date the Research Project was approved by the GRC [and the Scientific Ethics Committee, if the Research Project involves human tissue samples] and 

c. the relevant provisions of the governing legislation noted above.

The relevant health care entity has the authority to request payment for the provision of said health information.  In the event such compensation is requested, the relevant health care entity shall submit an invoice to the GRC, which shall approve said request and initiate payment in due course.

If the Responsible Clinician has need of health information that is maintained for safe-keeping under the supervision of a health care entity that collaborates with the Faroese Health Care System, the request for review of said information shall be submitted through the director of the health care entity for which the Responsible Clinician is employed.

8. Transfer and De-identification of Personal Information 

When personal diagnostic information and tissue samples shall be transferred to the GRC, the GRC shall stipulate the procedures for the de-identification of an individual's personal data and tissue sample. The de-identification shall be carried out by a third party utilizing a system chosen by the GRC. In appendix 1 there is a specification of IT-equipment put at disposal for the Reposible Clinician and requirements concerning setup etc.
Notice to the Data Protection Committee relevant to these activities shall be arranged by the GRC on behalf of the entities responsible for the Research Project.

9. Term and Survivability

This Agreement shall enter into effect as at the date of the execution of this Agreement by the parties and shall remain in effect until the Research Project ends.  

The following provisions herein shall continue in effect after the termination or completion of the Research Project: § 13 Confidentiality and § 14 Governing Law and Jurisdiction. 

10. Termination and Breach

The Responsible Clinician may terminate this Agreement upon ten (10) weeks written notice.  The GRC may terminate this Agreement upon five (5) weeks written notice.  In the event that another individual assumes the obligations of the Responsible Clinician, the out-going Responsible Clinician shall consult with and provide guidance to the new Responsible Clinician for at least ten (10) hours during one week regarding the work to be carried out relative to the Research Project. 

If the Responsible Clinician or the GRC breaches any of the provisions of this Agreement, including, but not limited to, the failure of the GRC to transfer the requisite compensation to the Responsible Clinician, or, despite written notice, the failure of the Responsible Clinician to deliver the stipulated information relative to the Research Project to the GRC, the Responsible Clinician and/or the GRC, respectively, may terminate this Agreement upon two (2) weeks written notice.

11. Force Majeure

Neither the Responsible Clinician nor the GRC shall be held liable for failure to specifically perform under this Agreement, when said failure to perform is caused by circumstances beyond the control of the respective party, including, but not limited to, adverse weather conditions, flood, fire, war, work stoppage and/or related strike actions.

12. Courtesy Notice to Supervisors  

Written notice of this Agreement shall be provided for informational purposes to:

a. the manager of the entity where the work of the Responsible Clinician shall be carried out, and, if relevant,

b. department mangers or the equivalent where the work of the relevant Research Project shall be carried out.

Eventual staff of the Responsible Clinician shall be made aware of this Agreement and its provisions related to confidentiality.  The Responsible Clinician shall ensure that his/her respective staff engaged in the performance of the provisions of this Agreement shall execute a non-disclosure agreement and the Responsible Clinician shall maintain the original in his/her files and submit a copy to the GRC for its records.

13. Confidentiality

This Agreement is subject to current legislation and regulations governing confidentiality in governmental matters, including the specific provision (§ 12) regarding penalties of the Act, which are deemed incorporated into this Agreement by reference herein.

14. Governing Law and Jurisdiction

This Agreement is governed by Faroese law and the judicial jurisdiction shall be that of the Faroes / Denmark. 

15. Entire Agreement

The parties to this Agreement shall sign only one original, which shall be held by the GRC.  The Responsible Clinician shall receive a copy of the signed original so designated as a copy for his/her files.  In the event that the original of this Agreement is not available, said copy shall be deemed to constitute an "original" document admissible as evidence, unless its authenticity is genuinely placed in question.

End of Provisions

Signatories Follow

SIGNATORIES

Ílegusavnið (Genetic Resource Centre)


Responsible Clinician

_______________________________


_____________________________

Sigurð Ó. Vang







Executive Director

_______________________________


_____________________________

(Address)





(Address)

_______________________________


_____________________________

(Date)






(Date)

Appendix 1 – IT

