








interests pursued by the Company and (iii) relevant regulatory authorities and/or enforcement 
bodies. 

8.3. The Company has provided information to the Organisation and the Agency about its use of 
personal data under Schedule 1, which may be updated from time to time. 

9. Term

9.1. This Agreement shall commence on the Effective Date and terminate when the Deliverables have 
been satisfactory delivered and the Company has provided the Funding. 

10. Safety Information

10.1. In the event the Organisation or the Agency receives Adverse Event and I or other Safety 
Information relating to a produet of the Company, Organisation and Agency shall report such 
Adverse Event and/ or other Safety Information to the Company, within one (1) business day of 
receipt, using the foliowing e-mail address: druq.safety.nordic@astellas.com. 

"Adverse Event" means any untoward medical occurrence in a patient or clinical trial subject 
administered a medicinal produet and which does not necessarily have to have a causal 
relationship with a treatment. Adverse Event covers any unfavourable and unintended sign (e.g., 
an abnormal laboratory tinding), symptom, or disease temporally associated with the use of a 
medicinal produet, whether or not considered related to the medicinal produet. 

"Safety Information" means (a) any Adverse Event, including any Adverse Event related to a 
quality defect or received through a medical information inquiry, or (b) any Adverse Event related 
to a report of falsified or counterfeit medicinal produet or (c) any of the foliowing with or without 
an associated Adverse Event: (i) any unspecified event of death, (ii) drug exposure during 
lactation, (iii) drug exposure during pregnancy or at the time of conception (maternal or paternal), 
(iv) lack of therapeutic efficacy, (v) overdose, (vi) misuse, (vii) abuse, (viii) medication error
potential, intercepted or actual, (ix) unintended beneficial effects, (x) occupational exposure, (xi) 
off label use, or (xii) suspected transmission of an infectious agent.

11. General

11.1. Clauses 3, 4, 5, 6, 7, 8, 9 and 10, shall survive the expiration of this Agreement. 

11.2. This Agreement constitutes the entire Agreement between the Parties. The validity, construction 
and performance of this Agreement shall be governed by the laws of Denmark and shall be 
subject to the exclusive jurisdiction of the Danish courts. 

11.3. Nothing in this Agreement shall be deemed to create a relationship of partnership or employment, 
or agency or joint venture between the Parties. 

SIGNATURE 

By signing below, you agree that this Agreement is a complete and accurate statement of the 
nature and terms of the cooperation, and that you have full authority and right to enter into this 
Agreement. 
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