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Study Contract



between


(…)
(…)


“Sponsor”:


and

University Hospital A

represented by: 
Address
Conducting Facility: 
Principal Investigator


and

University Hospital B
represented by: 
Address
Conducting Facility: 
Principal Investigator


and

University Hospital C
represented by: 
Address
Conducting Facility: 
Principal Investigator


as a member of the

Bayerischen Zentrums für Krebsforschung


- hereinafter (jointly) referred to as “the Implementing University Hospitals in the BZKF” –




- hereinafter jointly referred to as the “Contracting Parties” –



Preamble
The Bayerischen Zentrums für Krebsforschung (Bavarian Center for Cancer Research “BZKF”) was founded in 2019 with the participation of the six Bavarian University Hospitals on a contractual basis. This did not establish a partnership under the German Civil Code (BGB) or any other relationship under company law. Therefore, the University hospitals in the BZKF participating in the present clinical trial are each legally independent Contracting Parties of the Sponsor as institutions under public law.

The goal of the Bavarian Center for Cancer Research, which is supported by all six Bavarian University Hospitals and their universities, is to transfer the findings of basic research into the care structure immediately for the benefit of patients and society (www.bzkf.de). 

The Sponsor intends to conduct the clinical trial with the study drug described in more detail below in accordance with the protocol. The BZKF, together with the above University Hospitals implementing the trials and their investigators, is willing and able to ensure the services agreed upon for conducting the clinical trial. Dr. Albrecht Bender, Commercial Director of the University Hospital Erlangen, shall sign on behalf of the Implementing University Hospitals of the BZKF in his role as a member of the BZKF steering committee.

For this reason, the following contract is concluded, whereby the following definitions apply:

“the Implementing University Hospitals in the BZKF the trials” – all University Hospitals participating in this clinical trial that are members of the BZKF;

“the Principal Investigator” – the Investigator responsible at the respective trial site in accordance with EU CTR;

“the Investigator” – a study doctor at a trial center;

“the Investigators” – all of the study doctors at the trial centers;

“the trial center” – one of the Implementing University Hospitals in the BZKF participating in the clinical trial;

“the Sponsor” – the above Sponsor, who has taken on the tasks in accordance with EU-CTR;



Section 1 
Subject of the contract
(1) The Implementing University Hospitals in the BZKF will conduct the following clinical trial led by the Principal Investigators.
The subject of this contract is the conduct of a clinical trial at the Implementing University Hospitals in the BZKF entitled:

“(…)” (“clinical trial”)

(2) The protocol and, if applicable, further written instructions of the Sponsor, as amended, along with the services and obligations of the Contracting Parties described therein are an integral part of this contract (Appendix 1).

The Principal Investigator at (University Hospital X) is (name, surname).

(3) 	Insofar as the protocol contains provisions that conflict with this contract, the provisions of the protocol shall generally prevail with respect to scientific clinical matters, and the provisions of this contract shall generally prevail with respect to all other matters.

(4) 	The clinical trial, along with the services owed, shall be conducted in particular in accordance with the provisions of the German Medicinal Products Act (“Arzneimittelgesetz” and, where applicable, Regulation (EU) 536/2014 (“EU-CTR”), the requirements set out in the ICH GCP Guidelines (International Conference on Harmonization: Harmonized Tripartite Guidelines for Good Clinical Practice) in the respective current versions as well as the current version of the Declaration of Helsinki, GxP) and in compliance with the General Data Protection Regulation (GDPR), the German Federal Data Protection Act and the applicable state data protection laws. The Contracting Parties undertake to observe these regulations and guidelines.
(5)	The Sponsor is the owner of all rights and property claims with respect to the investigational medicinal product and has designed the development plan for said investigational medicinal product. Such a development plan shall include the clinical trial to be conducted hereunder. The clinical trial Protocol was prepared in its entirety by the Sponsor.


Section 2 
Recruitment
(1) Recruitment for the clinical trial shall begin [in/on] approx. XXX and is expected to end XXX.		
(2)	The Implementing University Hospitals in the BZKF and the Principal Investigators shall ensure,  approx. XXX patients whose data are evaluable are included in the clinical trial over an anticipated period of XXX.  The Principal Investigators shall coordinate with the Sponsor on the anticipated number of patients to be recruited.
  						
(3)	The Implementing University Hospitals in the BZKF and the Principal Investigators shall ensure that the recruitment of patients follows the Protocol for this clinical trial. In particular, they shall ensure that the simultaneous conduct of other research projects at The Implementing University Hospitals in the BZKF does not interfere with recruitment into the clinical trial that is the subject of the contract at the above trial center.
	
(4)	If, in the course of the clinical trial, it becomes apparent that the agreed number of patients will not be reached in the envisaged time frame, the Sponsor must be notified immediately. The Implementing University Hospitals in the BZKF and the Principal Investigators shall take appropriate measures to achieve the recruitment goal. The Contracting Parties agree, however, that the wellbeing of patients must always take precedence and be the sole determining factor.
		
(5)	In the event of failure to recruit by one or more trial centers, the Sponsor may prematurely close the clinical trial at that trial center.


Section 3 
Remuneration

(1) 	For the services to be provided, The Implementing University Hospitals in the BZKF shall receive remuneration plus VAT, if applicable, which is to be negotiated with the Sponsor for each Implementing University Hospital in the BZKF and is attached as Appendix 3 Remuneration. The BZKF office shall coordinate this.
(2)	Payments are to be made against invoice within forty-five [45] days exclusively to the following bank account of the respective Implementing University Hospital in the BZKF:


	Account holder:
	XXXX (Name)
	XXXX (Name)
	XXXX (Name)

	Bank
	
	
	

	VAT ID No.:
	
	
	

	IBAN:
	
	
	

	SWIFT-BIC:
	
	
	

	Project number
	
	
	



Alternatively, the Parties may agree on the settlement by way of the credit note procedure pursuant to Section 14 (2) sentence 2 German VAT Act (“UstG”) by mutual agreement. The Sponsor shall issue this credit note based on the information provided by the contracting party to this contract. The contracting party shall be obliged to check the overview for correctness, in particular the correct presentation of the VAT liability, and to notify the Sponsor of any errors without delay.
For the respective billing period, the contracting party shall receive an overview of the currently billed services by email. This list includes all services that have been recorded in the relevant databases by the Monitor responsible for the contracting party up to the time of the respective billing period. If not all services have been recorded, they will be included in the next fee calculation.
Remunerations, e.g. for audits and inspections, are included in the budget if necessary, whereby the right to remuneration may not apply if the Implementing University Hospital in the BZKF is responsible for the justified cause of the audit or inspection. 

Section 4 
Duties of the Implementing University Hospitals in the BZKF and the Principal Investigators 

(1) 	The Implementing University Hospitals in the BZKF shall ensure that tasks under this contract will only be assigned to appropriately qualified persons and that they will be appropriately instructed in their work, if necessary. Furthermore, they will give these persons the opportunity to fully acquaint themselves about the nature and scope of their activities and their significance, including the resulting risks for and through the clinical trial, on the basis of the documents provided by the Sponsor. They undertake to provide the equipment, personnel and internal administrative requirements for conducting the clinical trial. The Implementing University Hospitals in the BZKF shall ensure they are registered as an organization in the Organisation Management Service of the European Medicines Agency (EMA) and keep the necessary entries up to date for the duration of the clinical trial as well as provide the Sponsor with a current scientific curriculum vitae and a description of the education, training and experience in clinical trials and patient care of the Principal Investigator for documentation in the Clinical Trial Information System (which is publicly available).

(2)	The Implementing University Hospitals in the BZKF undertake to notify the Sponsor immediately if a Principal Investigator is no longer able to fully meet the obligations of this role or if it is determined that a Principal Investigator will leave the employment relationship with the respective medical institution. The Implementing University Hospital in the BZKF affected by this and the Sponsor will immediately agree on a successor after a Principal Investigator has announced that they will no longer conduct the clinical trial as Principal Investigator (e.g. in the case of a change of employer).  
	
(3)	The Implementing University Hospitals in the BZKF and the Principal Investigators shall, upon request, promptly provide the Sponsor or a representative of the Sponsor (e.g., a clinical research organization (CRO)) with all documents required by legal and company-specific requirements to enable the respective Implementing University Hospitals in the BZKF to participate in the clinical trial.

(4)	The Implementing University Hospitals in the BZKF are institutions under public law with unlimited guarantor liability (Art. 3, (1) Bavarian University Hospital Act (“BayUniKlinG”)), which also applies to the Principal Investigator and the employees of the clinical trial. The Implementing University Hospitals are therefore exempt from the obligation to maintain a separate third party insurance.  
	
(5)	Implementing University Hospitals in the BZKF and Principal Investigators agree to cooperate with the Sponsor and the Sponsor's representatives, e.g., a CRO. In particular, the shall ensure that

•	regular monitoring is guaranteed by prior arrangement and during normal business hours by the Sponsor and the Sponsor's representative,  

•	the Sponsor's quality control or quality assurance representatives, e.g., auditors and monitors, are granted access to their premises and inspection of the records of the above clinical trial during normal business hours and by prior arrangement. In the case of patient data, however, only insofar as the patient’s consent has been given.

(6)	The Implementing University Hospitals in the BZKF shall ensure that

(a)	the investigators are appropriately qualified in accordance with Article 49 EU-CTR and will appoint, guide and supervise appropriately qualified members of the trial team and provide them with the information necessary for their activities in the conduct of the clinical trial, in particular the Protocol and the Investigator’s Brochure,

(b)	the Investigators obtain the patient’s written informed consent to participate in the clinical trial and to the use of his or her data on the form provided for this purpose by the Sponsor, for which the Sponsor assumes responsibility, prior to the start of the first clinical trial activity. The Investigator shall inform the patient of the essential content, significance, risks, and implications of the clinical trial, of the insurance coverage, and of their right to terminate their participation in the clinical trial at any time. They must also be informed about the purpose and scope of the collection and use of personal data (including health data), and in particular that the collected data will be passed in pseudonymized form to the Sponsor or an entity commissioned by the Sponsor for the purpose of scientific evaluation, if necessary. The informed consent and patient information must be fully documented. During the informed consent discussion, the trial center and Investigator shall ensure that the patient has understood the information provided. The patient must be given a reasonable amount of time to think about the decision. 
The trial center and Investigator shall document all instances in which patients refuse or discontinue participation and ensure that no further data is collected for the clinical trial from these patients. This does not apply in cases where patients withdrawing from the clinical trial consent to further collection of data, which must also be documented, or in case the further collection is permissible for some other legal reason. 
(c)	the Principal Investigator shall be responsible for the proper handling of the investigational medicinal products, if provided by the Sponsor, at the trial center. They shall ensure that:
· the investigational medicinal products are used exclusively for the intended use in accordance with the Protocol in the respective current version and under no circumstances for other (e.g. experimental or therapeutic) purposes, whereby all documents required for study-compliant documentation (e.g. Drug Accountability Forms, etc.) are provided by the Sponsor. If the trial center has its own forms, these may be used by the trial center after consultation with and approval by the Sponsor. 
· the investigational medicinal products, as long as they are present at the trial center, are stored according to regulations; temperature monitoring is carried out with calibrated measuring instruments,
· empty and partially emptied containers with investigational medicinal product, which may not be stored for safety reasons, are destroyed immediately after use without further release by the Sponsor in accordance with the respective local specifications of the Implementing University Hospitals in the BZKF. All other, in particular unopened, primary packaging of the investigational medicinal product is disposed of in a GMP-compliant manner or returned to the Sponsor as specified in the Protocol at specified times, at least after completion of the clinical trial and after a written release by the Sponsor. Only companies authorized for this purpose may be contracted to transport the investigational medicinal products that are to be destroyed. Upon request, trial centers shall provide the Sponsor with their destruction procedures, certifications, and the name of the destruction site and transport company. Within thirty (30) days, upon request, adequate documentation of the destroyed investigational medicinal products shall be provided. If a pharmacy is involved, the disposal of investigational medicinal products can be assigned to the pharmacy.

(d)	adverse events occurring in patients enrolled in the clinical trial are documented by the Investigators according to the protocol and reported to the Sponsor.

(7)	The Investigators shall acquaint themselves comprehensively about the nature, significance, risks and scope of the clinical trial on the basis of the documents provided by the Sponsor (Protocol, Investigator’s Brochure, etc.).

(8)	The Investigator shall comply with the Protocol, including any changes or amendments made during the trial, and any other written requirements of the Sponsor. In addition, the Principal Investigator shall ensure and monitor compliance with these requirements at their trial center. In particular, the Principal Investigator shall promptly document any transfer of clinical trial activities, including amendments, as required by the Sponsor.

(9)	Agreements with other participating departments (e.g., pharmacy, radiology, etc.) are governed by appendices and attached to this contract as an appendix.


Section 5
Confidentiality and publications
(1) The Contracting Parties undertake to keep confidential all information marked as confidential or obviously confidential (in particular, operational information) that is made available during the conduct of the clinical trial for the duration of the contract and for a period of ten [10] years after the end of the contract. The Contracting Parties shall ensure that their employees and persons otherwise involved in the clinical trial are bound by the same confidentiality provisions.
The contractually agreed use of data, in particular the use of clinical trial data and information on the trial personnel involved is exempt from this confidentiality obligation.
The obligation to maintain confidentiality pursuant to the preceding paragraph shall not apply if it can be demonstrated that the communication of confidential or obviously confidential information to authorities or other third parties, e.g. ethics committees, is required by law or ordered by a court/authority, provided that this is announced as far as possible in advance by the respective party concerned and the latter informs the Sponsor of the content. Confidential information shall not include information that:

•	is or becomes publicly accessible through no fault of the respective contracting party;

•	was known to the respective contracting party without any obligation of confidentiality before it received said information directly or indirectly from the contracting party under this agreement;

•	the respective information has been disclosed by a third party without breach of law or a confidentiality obligation; or
•	written records of the BZKF or Investigator indicate that it was independently developed by the BZKF or Investigator without reference to or reliance on confidential information.
(2) The Implementing University Hospitals in the BZKF acknowledge the principle duty of the Sponsor to publish the nature, subject and result of the work carried out. After completion of the clinical trial, the Implementing University Hospitals in the BZKF or the Investigators, as the case may be, are permitted to publish the scientific findings obtained – the overall study results or the results of the respective study center, as the case may be – independently of the results for non-commercial purposes and in accordance with scientific standards, except in the case of results according to Section 9 of this contract. Since the clinical trial is a multicenter clinical trial, it is imperative that the first publication be based on data from all trial centers, which, according to the protocol, will be analyzed by the Sponsor and not by the trial centers. The Implementing University Hospitals in the BZKF undertake not to and shall ensure the participating Investigators do not release data collected from trial center or group of trial centers prior to the Sponsor’s full publication of the clinical trial, unless all other investigators and the Sponsor have formally consented to this in advance. The Sponsor shall be given a manuscript for review at least forty-five [45] days prior to the scheduled publication to provide an opportunity for comment. If the Sponsor provides change proposals, these should be taken into consideration, unless the change proposals affect the scientific nature or objectivity of the work. If no comment is received from the Sponsor within thirty [30] days of receipt of the manuscript, the Implementing University Hospitals in the BZKF or the Investigators shall be free to publish it. As an exception, the Sponsor may request a postponement if and to the extent necessary to protect intellectual property. This postponement shall be valid for as long as is necessary, but not longer than for a period of three [3] months, in order to file the patent internationally. However, if no central publication is made within twelve [12] months after the end of the clinical trial, the University Hospitals in the BZKF and the Investigator(s) shall be entitled to publish the collected results in accordance with the above regulations. 
(3)	In accordance with Article 21 of the Code of Federal Regulation 54 of the Food and Drug Administration of the United States of America (FDA), the Sponsor shall be obliged to submit certain disclosures and confirmations of financial information. Primarily, this is a matter of establishing the financial interests of the Parties involved in the clinical trial. 
    In order to enable the Sponsor to fulfil its obligations under this law or related laws and regulations, the Implementing University Hospitals in the BZKF and the Principal Investigators agree to provide the Sponsor with financial information as requested by the Sponsor. This information must be provided either in the forms provided by the Sponsor or as agreed by the Sponsor. During the conduct of the clinical trial and for the duration of one (1) year thereafter, the Principal Investigator/the Implementing University Hospitals in the BZKF undertake to promptly update these forms and submit them to the Sponsor if the Sponsor requests this or if there is a fundamental change to the information provided in a previous form.
With this agreement, the Principal Investigator/the Implementing University Hospitals in the BZKF shall give their consent for the transmission and disclosure of their information for the above purposes.
(3) The Implementing University Hospitals in the BZKF and Investigators are informed that the Sponsor will disclose the terms of this agreement in aggregate form under the FSA Transparency Code (Code of Transparency of the Association of Voluntary Self-Control of the Pharmaceutical Industry, “Freiwillige Selbstkontrolle für die Arzneimittelindustrie”, FSA). Aggregated disclosure is made because this is an agreement from the field of Research & Development. For this reason, individual consent of the Implementing University Hospitals in the BZKF and the Investigators shall not be required. Disclosure is made by type of service and amount of payment.

Section 6 
Audits and inspections

(1)	The Implementing University Hospitals in the BZKF may be audited by the Sponsor, by agents authorized by the Sponsor, by competent authorities, or by foreign authorities to determine the authenticity of the recorded data and compliance with the Protocol, other written requirements of the Sponsor, ICH-GCP guidelines, and applicable regulatory requirements.	
(2)	The implementing University Hospitals in the BZKF shall cooperate with representatives of the supervisory authority, the Sponsor, or the Sponsor’s representative, in conducting inspections and audits, and ensure that clinical trial records are maintained in a manner conducive to these activities.
(3)	The Implementing University Hospitals in the BZKF and the Principal Investigators shall promptly resolve any discrepancies identified between the study data and the patient's medical records.
(4)	The Implementing University Hospitals in the BZKF shall promptly provide the Sponsor or their representative with copies of all inspection results received by an Implementing University Hospital in the BZKF from a supervisory authority in connection with the clinical trial, to the extent permitted by law. In this case, personal details in the inspection report shall be made unidentifiable by the Implementing University Hospitals in the BZKF. To the extent possible and permitted by law, the Implementing University Hospitals in the BZKF will also provide the Sponsor or their representatives with an opportunity to review and comment in advance on any comments made by the Implementing University Hospitals in the BZKF regarding regulatory inspections related to the clinical trial.
(5)	The Sponsor shall announce routine audits in advance in writing and coordinate these with the respective Implementing University Hospital in the BZKF. If an inspection is announced by an authority, the party that first receives the notification shall immediately inform the other. Inspections and audits may be conducted both during the clinical trial and until the expiration of the minimum data retention period for that clinical trial. The remuneration for the additional effort is based on the negotiated Appendix 3. 
(6)	So it can use the results of this clinical trial in the USA for authorization applications, the Sponsor shall be obliged to obtain confirmation from the Implementing University Hospitals in the BZKF/Investigator that no services from people who are debarred by the American Generic Drug Enforcement Act (GDEA) will be used for clinical trials (see http://www.fda.gov/ora/compliance_ref/debar/default.htm).
The Implementing University Hospitals in the BZKF and the Investigators shall therefore certify that they are not using or will not use in the clinical trial the services of any person who, to their knowledge, is barred under the GDEA or equivalent laws or has ever been or is currently, while conducting the clinical trial, subject to litigation or investigation by the competent authority, the EMA, the FDA, or other supervisory authorities. This confirmation shall refer to all employees of the Implementing University Hospitals and the Investigators as well as to third parties with whom an Implementing University Hospital in the BZKF and/or Investigators enter into contractual obligations in connection with this agreement. 
The Implementing University Hospital in the BZKF and the Investigator shall notify the Sponsor immediately if they become aware that one of the people named is debarred according to the GDEA. At the Sponsor’s request, the respective Implementing Hospital in the BZKF and/or the Investigator shall provide it with a list of the people who were involved in the fulfilment of obligations arising from this agreement, and who were debarred according to the GDEA or applicable laws within the five years before this agreement became effective or after it became effective.


Section 7 
Data archiving

(1) The Implementing University Hospitals in the BZKF and the Principal Investigators shall store all records and other original data (source data) of the patients included in the clinical trial in compliance with ICH regulations, data protection and applicable legal requirements for archiving the respective materials for a maximum period of at least:
•	twenty-five (25) years after the end of the clinical trial or;
•	in the case of clinical trials covered by Radiation Protection Law/Ordinance (“Strahlenschutzgesetz/Strahlenschutzverordnung”), where radiation protection regulations require a minimum retention period of thirty (30) years after the end of the clinical trial, or; 
•	a longer retention period required by applicable laws and regulations 
.
After expiry of the retention period, the Implementing University Hospitals in the BZKF are free to destroy the clinical trial documents, unless the Sponsor concludes a separate written agreement with the Implementing University Hospital in the BZKF in good time beforehand on further retention.
(4) Patients' medical records shall be archived in compliance with legal requirements.
Section 8 
Work Results

(1) All inventions, research and development results, know-how, new applications, processes, formulas and other material objects, irrespective of the method or form in which they were created or established, also to the extent that they are not covered by industrial property rights, and all embodiments of such objects, such as written descriptions, drawings, diagrams, statistics, etc., shall be called work results.
(2)	The Contracting Parties agree that the Sponsor shall be entitled to the rights to the non-protectable work results obtained pursuant to the protocol as of the date of their creation and without limitation as to time, quantity, territory, or otherwise as to the nature, scope, or purpose of their use. The Implementing University Hospitals in the BZKF and Investigators declare as of now, in the context of what is possible and permissible by law, that all rights to the non-protectable work results obtained during the clinical trial shall be assigned to the Sponsor, who accepts this assignment. The rights of The Implementing University Hospitals in the BZKF regarding the patient data contained in the medical files shall remain unaffected by this.
(3)	If, during the conduct of the clinical trial in accordance with the protocol, work results (inventions) that are protectable arise, the respective Implementing University Hospital in the BZKF must notify the Sponsor of this in writing immediately after notification by the inventor. At the request of the Sponsor, the Principal Investigator shall declare to the Sponsor the waiver of the negative publication right pursuant to Section 42 Employee Invention Act (“ArbnErfG”). The Sponsor shall declare within thirty (30) days of receipt of the notification whether it wishes the rights to the invention to be transferred. On receipt of a declaration to this effect from the Sponsor within the specified period, the Implementing University Hospitals in the BZKF shall claim the notified invention without restrictions and transfer the rights to this invention to the Sponsor. The Sponsor shall assume the costs for any necessary measures to protect the legal position (e.g. submission of a patent application giving rise to a right of priority to the German Patent Office).
(4)	The Contracting Parties shall agree that a transfer of rights to inventions in respect of Section 42 ArbnErfG free of charge shall not be considered.
In the event of a transfer of rights to employee inventions, the Contracting Parties shall agree on the application of one of the following two provisions: 
a) In return for the transfer of rights in the invention, the Sponsor shall pay the respective Implementing University Hospital in the BZKF a remuneration of [€5,000] plus VAT within [30] days of the transfer. In the event that a property right is granted to the Sponsor or to third parties authorized by the Sponsor, the Sponsor shall make a further payment in the amount of [€5,000] plus VAT to the respective Implementing University Hospital in the BZKF. This payment shall be due within [30] days after the respective property right is granted. The Sponsor will inform the respective Implementing University Hospital in the BZKF immediately after granting the property right. The respective university hospital shall be responsible for compensating its employee inventors. In the event that the value of the transferred invention significantly and substantially exceeds the agreed amount, the Contracting Parties shall, in accordance with the statutory regulation including the EU Framework 2014/C 198/01 and Section 42 ArbnErfG, negotiate in good faith on setting the price under usual market terms and set out the result in a separate document.
or 
b) The Contracting Parties shall agree on an appropriate and customary remuneration, which shall also include the employee inventor remuneration to be paid as required by law, in a separate written agreement. The amount of remuneration to be paid by the Sponsor shall be agreed according to the principle of good faith; the respective contributions made by the Contracting Parties shall be taken into account. The Implementing University Hospitals in the BZKF shall be responsible for compensating employee inventors.  
(5)	The inventor(s) and the respective Implementing University Hospital in the BZKF agree to cooperate in the patenting of the inventions by the Sponsor, if applicable.
(6)	The inventor shall retain a non-exclusive, gratuitous self-use right to all protectable and non-protectable work results, without limitation as to time and place, for their own internal non-commercial purposes of research and teaching.
Section 9
 Liability

(1)	The Implementing University Hospitals in the BZKF shall conduct the clinical trial diligently and in compliance with recognized scientific standards. The Contracting Parties are aware of the risk of success associated with the clinical trial. Due to the nature of the research, the Implementing University Hospitals in the BZKF shall not assume any guarantee for the achievement of a specific work result.
(2)	Claims for compensation against the Implementing University Hospitals in the BZKF shall be excluded – with the exception of personal injury – regardless of the nature of the breach of obligation, including non-permitted actions, except in the event of gross negligence or willful intent. In the event of a breach of essential contractual obligations, the Implementing University Hospitals in the BZKF shall be liable for ordinary negligence, but only to the value of the foreseeable damage that is typical for the contract. It is an essential contractual obligation if its fulfillment makes the proper implementation of the contract possible in the first place, and the Sponsor may therefore rely on the Implementing University Hospitals in the BZKF to comply with this contractual obligation.
(3)	The Sponsor shall indemnify the Implementing University Hospitals in the BZKF, their employees, representatives, vicarious agents and persons employed in the performance of its obligations against claims of the participants in the clinical trial or their heirs in connection with the implementation of the clinical trial in accordance with the protocol, unless the cause of the damage is attributable to its/their intent or negligence.
(4)	The Implementing University Hospitals in the BZKF shall not be liable for loss of profit, indirect damage and consequential damage – except in the case of intent and breach of the obligations under Sections 5 (1) and 9 (3) of this contract.
Section 10
 Data privacy

(1)	The Contracting Parties undertake to comply with the applicable data protection provisions, in particular but not limited to the provisions of the EU General Data Protection Regulation (GDPR). They shall assume to be joint controllers within the meaning of Art. 4 (7) in conjunction with Art. 26 GDPR and have therefore set out their respective rights and obligations with regard to the joint processing of personal data in Appendix 2.
(2)	The Sponsor shall collect personal data from the Investigators and/or other trial center staff and Implementing University Hospitals in the BZKF involved in the clinical trial before and during the clinical trial. In doing so, the applicable laws and regulations on data protection (collectively referred to as "Data Protection Laws") shall be complied with. The Sponsor shall bear sole responsibility with regard to this data. 
Section 11
Equipment or materials loaned

If the Sponsor provides equipment or materials for use by the Implementing University Hospitals in the BZKF for the conduct of the clinical trial that is the subject of the contract, or arranges for their provision by a third party, these shall be listed in a separate annex, governing the details of the equipment loan. These materials may include, but are not limited to, computer software, methods, assessment scales, and other tools owned or licensed for use by Sponsor or a third party (collectively, “equipment”). 
Section 12 
Term and termination

(1)	The contract shall begin on (...)/at the earliest when the contract is fully signed and shall end upon the fulfillment of all contractual obligations. 
(2)	The contract may be terminated by either party for cause. The termination of an Implementing University Hospital in the BZKF shall only be effective for this Implementing University Hospital in the BZKF. The contract shall remain in effect for all other Implementing University Hospitals in the BZKF. The Sponsor may terminate the contract at any time even without cause. Accordingly, the Sponsor shall be entitled to give notice of termination as a whole or for individual or several Implementing University Hospitals in the BZKF. Notice of termination must be given in writing.
	In particular, cause shall be present if
a) the clinical trial is terminated for safety reasons,
b) the clinical trial does not take place or no longer takes place in Germany, or
c) an Investigator or the respective Implementing University Hospital in the BZKF has committed a serious violation of obligations arising from this agreement, in particular of the protocol, legal provisions or specifications of the ethics committees, and the violation is likely to
- jeopardize the rights, safety or welfare of patients; or 
- compromise the validity of the data obtained.
(3)	The Sponsor shall reimburse the Implementing University Hospital in the BZKF on a pro rata basis for services rendered up to the date of termination. If the contract is cancelled for an important reason for which the BZKF is not responsible, the Sponsor shall reimburse the BZKF the costs for performing all obligations that arose in due form prior to the cancellation, but no more than the value of the remuneration calculated for the study.
(4)	In any case, patients that have already been enrolled shall continue to be treated by the Implementing University Hospitals in the BZKF at least according to the recognized medical standards. The treatment shall be carried out according to the protocol insofar as is possible and reasonable. No patient may be enrolled in the clinical trial after a termination notice is received.
Section 13 
Applicable law and place of jurisdiction

(1) This contract shall be governed exclusively by and interpreted in accordance with the laws of Germany, without giving effect to the principles of conflict of laws. 
(2) The place of performance and place of jurisdiction shall be Munich.
Section 14 
Appendices, Written form and amendments to the contract 

The parties agree to attach to the agreement only those individual Annex 3 documents that are relevant to the university hospitals participating in the BZKF and to accept the individual Annex 3 documents of the other members of the BZKF as part of the agreement, even without their knowledge.
Amendments and supplements to this contract must be made in writing or by means of an electronic signature using DocuSign or AdobeSign or another advanced electronic signature in accordance with EU Regulation 910/2014 - eIDAS. This shall also apply to cancellation of the clause requiring written form. In the event of future amendments to the agreement that do not affect all Implementing University Hospital in the BZKF, the parties agree that any amendments to the agreement shall be signed by the sponsor and only by the respective authorized signatory member and the deputy representative of the BZKF.
Section 15 
Independence

The Contracting Parties shall expressly declare that this contract is not intended to influence or will not influence any ordering or purchasing decisions of the Implementing University Hospitals in the BZKF with regard to the Sponsor's products or any prescription or therapy decisions of the BZKF. The remuneration of the contract shall not be related to deliveries or services of the Sponsors to the Implementing University Hospitals in the BZKF or the trial centers. The transparency principle must be observed. Performance and consideration shall be in reasonable proportion. The fee shall be paid exclusively for the fulfillment of the contract and is customary in the market.  All services shall be fully documented in writing. The Implementing University Hospitals in the BZKF and the Investigators shall not be permitted to accept benefits that are not related to the conduct of the clinical trial.
Investigators shall agree to disclose any conflicts of interest related to the conduct of the clinical trial (e.g., membership on the voting ethics committee). If such conflicts of interest exist, the Sponsor shall determine, together with the Principal Investigator, measures to avoid such conflicts or to reduce their foreseeable effects to an acceptable level.
Section 16 
Severability clause[footnoteRef:1] [1:  If necessary, a separate anti-corruption clause can be added.] 


Should one of the provisions in this contract be or become ineffective, the effectiveness of the remaining contractual provisions shall not be affected by this. In this respect, the Contracting Parties undertake to agree on a provision that comes as close as possible in terms of content to the ineffective provision. The same applies for any contractual gaps.
Appendix 1: 		Protocol
Appendix 2: 		Agreement on joint responsibility for data processing according to Art. 26 DSGVO
Appendix 2b: 		Differentiation of responsibilities according to Art. 26 GDPR - Checklist
Appendix 3: 		Remuneration (one appendix per Implementing University Hospital in the BZKF)
Appendix 4: 	Loan equipment (if applicable)
Appendix 5: 	Agreements with other participating departments (if applicable)
	On behalf of the Sponsor:
	On behalf of the Implementing University Hospitals in the BZKF

	XXX, XX.XX.XXX
	Erlangen, XX.XX.XXXX

	[Title, first name, surname of the Sponsor’s representative]
	Dr. Albrecht Bender
Commercial Director of the University Hospital Erlangen, Representative of the Bavarian university hospitals involved in the BZKF

	Signature of the Sponsor’s representative: 

	Signature of Dr. Albrecht Bender: 


	
	XXXX, XX.XX.XXXX 

	
	[Title, first name, surname of the Principal Investigator of University Hospital A]

	
	Signature of the Principal Investigator of University Hospital A: 


	
	XXX, XX.XX.XXX

	
	[Title, first name, surname of the Principal Investigator of University Hospital B]

	
	Signature of the Principal Investigator of University Hospital B: 


	
	XXX, XX.XX.XXX

	
	[Title, first name, surname of the Principal Investigator of University Hospital C]

	
	Signature of the Principal Investigator of University Hospital B: 






Appendix 1:
Protocol:

Appendix 2:
Agreement on joint responsibility for data processing according to Art. 26 DSGVO

Section 1 
Subject matter of the processing

The purpose of the jointly performed processing is the performance of the clinical trial and the study contract including its Appendices (“main contract”). In this regard, the data of study participants, including special categories of personal data, shall be processed to the extent necessary for the joint purpose. The more specific nature of the study participants’ data to be processed results in particular from the protocol as amended from time to time.
Section 2 
Term of the agreement, special right of termination, right of retention

(1) This Appendix shall apply beyond the end of the main contract until the processing of personal data under the main contract is terminated. Separate ordinary termination of this Appendix shall be excluded. The right to termination for reason shall remain unaffected.
(2) 	The Contracting Parties may terminate the main contract and this Appendix at any time without notice (“extraordinary termination”) if there is a serious or continuing breach of data protection regulations or the provisions of this Appendix by the other contracting party. A serious breach shall be deemed to have occurred in particular if a contracting party fails to fulfill or has failed to fulfill to a significant extent the obligations specified in this Appendix, in particular the agreed technical and organizational measures.
(3) 	The Contracting Parties shall be entitled, without influencing the remuneration and the further contractual obligations, to no longer provide or transmit any further personal data to the respective other contracting party if and insofar as there are doubts as to a legal basis for this. This may arise in particular if changed legal or factual circumstances lead to a new legal assessment, such as the first-time or changed requirement of a justification pursuant to Art. 44 et seqq. GDPR or an informed consent declaration used does not justify the processing. Such circumstances may also arise from orders by regulatory authorities or courts as well as publications by the supervisory authorities.
Section 3 
Responsibilities

(1)	Unless otherwise agreed below, each contracting party shall guarantee compliance with the statutory provisions, in particular the lawfulness of the data processing carried out by it. Each contracting party shall be responsible for the processing operations it performs. Actions and processing by contractors of a contracting party shall be attributed to this contracting party.
(2)	The Contracting Parties shall take all necessary technical and organizational measures to ensure an adequate level of protection of the data in accordance with Art. 24, 32 GDPR and the rights of the data subjects, in particular in accordance with Chapter III GDPR, within the statutory time limits. The Contracting Parties may request proof of the technical and organizational measures taken by the other contracting party.
(3) The Sponsor shall be solely responsible for the technical and organizational measures relating to the CRF/eCRF. This shall also include the responsibility for a transmission method that complies with the requirements of Art. 32 GDPR. The responsibility for the database also lies with the Sponsor from a data protection perspective. The Sponsor shall ensure that the implementation, default settings and the operation of the database are carried out in compliance with the applicable laws, in particular the requirements of the GDPR. The personal data processed in connection with the conduct of the study shall be stored on specially protected servers. The Sponsor shall remain responsible for processing the pseudonymized data of the study participants necessary for the conduct of the study and drug safety.
(4) The respective Implementing University Hospital in the BZKF shall be solely responsible for the processing of all data within the scope of handling according to the protocol, in particular in the patient record, as well as the pseudonymization of patient data, and for the safekeeping of the pseudonymization key. It shall also be responsible for the factually accurate entry, the necessary correction and the contractually agreed evaluations of the personal data in the CRF/eCRF.
5) 	If personal data that are the subject of the contract are transferred to third countries or international organizations, the Sponsor shall be responsible for ensuring that an adequate level of protection is maintained in accordance with Art. 44 et seqq. GDPR. In the event of data transfer by the Implementing University Hospital in the BZKF to a third country or an international organization without an adequacy decision in accordance with Art. 45 (3) GDPR, the Sponsor undertakes to conclude standard data protection clauses with the Implementing University Hospital in the BZKF in accordance with Art. 46 (2) lit. c GDPR.
The Sponsor shall not, under any circumstances, attempt to, and does not intend to, identify study participants based on the personally identifiable information contained in the CRFs/eCRFs or the database. The Implementing University Hospital in the BZKF shall ensure that the personal data of the study participants are only transmitted to the Sponsor in pseudonymized form.
(6) 	The Sponsor shall be responsible for the further data processing in the CRF/eCRF. 
(7) Legally existing responsibilities shall remain unaffected.
Section 4 
Joint contact point, ensuring the rights of data subjects

(1) 	The respective study center shall act as the point of contact for the study participants. It shall immediately forward queries that it cannot answer or process to the Sponsor as well as the latter’s response to study participants; this is to be done in pseudonymized form using the study-specific identification number. The Implementing University Hospitals in the BZKF shall not be responsible for the Sponsor’s proper processing, nor do they owe any guidance on this. However, each party shall notify the other party if it believes that the other party is acting unlawfully.
(2) 	The trial center shall obtain informed consent forms from study participants provided by the Sponsor prior to their inclusion in the study. The Sponsor shall be responsible for the content of these forms. The BZKF does not have jurisdiction/responsibility for reviewing informed consent forms.
(3)	The trial center shall provide the study participants with the information according to Art. 13, 14 GDPR as well as the essential elements of this Appendix according to Art. 26 (2) p. 2 GDPR when they are included in the study and explain them as necessary. This information is part of the patient information to be provided by the Sponsor. The Implementing University Hospitals in the BZKF shall not be required to prepare the information in accordance with sentence 1 or to check it for legal compliance. The trial center shall be obligated to give the patient information to the study participants, to explain it and to answer questions about it.
(4) 	In all other respects, the Contracting Parties shall be independently responsible for implementing and complying with the data subject rights with regard to the data processed by them or their contractors.


Section 5 
Obligations in processing

(1)	The Contracting Parties must inform each other immediately and in full if they discover errors or irregularities with regard to data protection provisions during the review of the processing activities and/or the contract results.
(2)	Data controllers shall keep a register of processing activities within the meaning of Article 30 (1) GDPR for the processing operations they carry out. If necessary, they shall assist each other in its creation to the appropriate extent.
(3)	The Contracting Parties shall be obliged to inform the respective supervisory authority or the persons affected by a breach of the protection of personal data in accordance with Articles 33 and 34 GDPR for the processing steps they have carried out.
(4) 	If a data protection impact assessment is required in accordance with Art. 35 GDPR, the Sponsor shall take the lead in conducting this, and the relevant documents shall be made available to the trial center. The Implementing University Hospital in the BZKF shall support the Sponsor in this respect to an appropriate extent. For the patient records, this is to be performed and led by the trial center, and the corresponding documents are to be made available to the Sponsor. 

Section 6 
Liability

(1) The liability of the Contracting Parties in the external relationship with data subjects results from Art. 82 GDPR. This Appendix does not give rise to any claim by affected persons or other third parties.
(2) In the internal relationship, each contracting party shall be liable to the other contracting party for the damage caused by the processing for which it is responsible. In doing so, it shall indemnify the other contracting party against all claims or other damages by third parties or liabilities to third parties arising from a breach of duty under data protection law by the contracting party with regard to the main contract and this Appendix and/or other breaches of applicable data protection regulations. This shall also apply with regard to fines, insofar as these have been imposed due to a circumstance which lies within the area of responsibility of the other contracting party. If damage occurs during processing of personal data by a contracting party for which it is solely responsible, the other contracting party shall not be liable for such damage.
Section 7 
Processing of employee data 

The processing of personal data of the persons employed at the Implementing University Hospitals in the BZKF, for the purpose of the present clinical trial, shall be the sole responsibility of the Sponsor. For this purpose, the Sponsor may use a separate data privacy information sheet or a separate data processing consent form. 
Section 8 
Contact

The contacts responsible for data protection in the European Union are:
For the University Hospitals as a member of the BZKF (as the initial contact for forwarding to the respective Implementing University Hospital in the BZKF): 
Mrs. Rebekka Kiser, Data Protection Attorney, BZKF, rebekka.kiser@tum.de 
For the Sponsor:



Appendix 2b:
Differentiation of responsibilities according to Art. 26 GDPR - Checklist
(Articles are those of Regulation (EU) 2016/679 - GDPR.)









































Appendix 3: Remuneration























Appendix 4: Loan equipment (if applicable)	






















Appendix 5: 	Agreements with other participating departments (if applicable)


The contract is based on the model contract of the BZKF, the content of which is not deviated from (standard contract). version 2.0, 26th -May-2026                                                                              Page 23 of 23
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