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Mandatory Requirements for Contract Research in the Field of Biomedicine

I. Introductory Provisions
(1) Scope of these requirements for contract research: The mandatory requirements for contract research (hereinafter referred to as the “Requirements”) must be applied in cases where contract research in the field of biomedicine is conducted in which the VSB – Technical University of Ostrava, Faculty of Electrical Engineering and Computer Science (hereinafter referred to as “FEECS”). Contract research shall be deemed to exist whenever research is conducted on the basis of a contract concluded with one or more parties. Contract research will therefore also apply in cases where it does not constitute an economic (ancillary) activity of the faculty, but rather, for example, research funded by the state and/or an international organization, as well as research that the contracting parties will finance from their own resources on the basis of a contract.
(2) In the cases described in the preceding paragraph, these Terms and Conditions are binding on FEECS employees, who must comply with them. For the avoidance of doubt, it makes no difference whether the contract research is conducted on FEECS premises or off-site. The other contracting party (or all contracting parties, if there are more than one) must also be made aware of the Terms and Conditions, and it is recommended that the Terms and Conditions be appropriately incorporated into the contractual documentation relating to the contract research (hereinafter referred to as the “Agreement”), for example in the form of an annex to the Agreement. 
(3) Even if the Requirements do not contractually bind the other contracting party (or multiple contracting parties), FEECS staff must comply with them. Therefore, if this means that FEECS staff will be conducting the research activities themselves, they must proceed in accordance with the Requirements. The Requirements will thus be indirectly effective for the other contracting party as well, and it is recommended that the contracting parties cooperate to ensure that the Requirements are properly fulfilled and that the research is thus conducted in accordance with the Requirements. 
(4) The purpose of the Requirements is to ensure that the contract research in the field of biomedicine conducted by FEECS complies with all applicable laws and regulations and that current ethical and humane standards are observed within its framework.
II. Obligations Related to Contract Research
(1) In addition to the obligations arising from applicable legislation, internal regulations, and the Agreement, FEECS employees are also required to comply with the “Regulations of the Ethics Committee for Biomedical Research at the FEECS VSB-TUO” (FEI_LEG_23_01). For this reason, the Contract (or its annex, if applicable) must include the following: 
a) the conditions under which the research will be conducted, in sufficient detail to allow for review and evaluation by the FEECS Ethics Committee; 
b) the method by which research participants will be selected, the approach to be taken toward them; research participants must be provided with adequate safety throughout the duration of the research, their privacy must be protected, and they must sign informed consent forms voluntarily and after sufficient consideration; 
c) Research participants’ data (both basic personal information and data that is the subject of the research) must be stored in such a way that (controlled) access is restricted to personnel working on the contracted research, on a need-to-know basis. This must be ensured during collection, processing, and storage. Data must be encrypted. Unless otherwise approved by the FEECS Ethics Committee, only FEECS staff, and no other contracting parties, may have access to data that allows for the identification or re-identification of a research participant;
d) if it is necessary to arrange insurance (e.g., for bodily injury, for damages caused by trial operations, etc.) beyond the scope of existing insurance policies, the Agreement must include a commitment that at least one of the contracting parties will secure such insurance to protect the other contracting parties in these cases.
Even if the FEECS Ethics Committee does not comment on such contract research (e.g., because the circumstances of the contract research will already be reviewed by the ethics committee of the contracting partner), this does not alter the fact that contract research conducted by FEECS staff is subject to the rules set forth in the Guidelines.
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