Clinical Study Agreement

Development of new medicines and other therapies is crucial for the healthcare system. Development and marketing of new medicines depends on successfully conducted clinical trials.
Before the clinical trial can commence, a written agreement between the Principal and the Sponsor has to be made. The involved parties have to follow the national guidelines for conducting of clinical trials and non- interventional studies in Sweden directed by SKL (Association of Local Authorities and Regions) and LIF (Swedish Association of the Pharmaceutical Industry). 
National strategy -clinical trials

Agreement process (an the principal perspective)
When its time to“make an agreement” with the pharmaceutical company, consider the following 
· Project evaluation. Before you agree to the company’s request to perform a clinical trial, evaluate the project; study’s layout, the clinic’s resources. Do not forget to get assent from the head of the division.

· Juridical review of CTA. The company’s Clinical Trial Agreement contains many clauses explaining each party’s duties and rights, as in: disputes, immaterial rights, insurance issues etc. It’s important that everything is clear and that the parties understand their respective undertakings and responsibilities before they are approved.
To get a basic guidance on these issues please read this juridical guidelines. Guidelines
Should you need any juridical expertise.  KTA will help you to establish Your contact.
·  Financial evaluation. Create a cost estimate for your project and submit an offer to the company/ client. If the company has already presented an own proposition, make a comparative calculation to make sure that the accuracy of their estimation and proposal is in line with the expenses of the study in question.
Below you will find a cost calculation template for assistance. 
      Template
· Establish a final main agreement. When the respective parties have agreed on the conditions, a written contract has to be formed. The contract´s document may consist of:
· CTA (clinical trial agreement),  SKL-LIF agreement, appendixes and side agreements 

· SKL-LIF with/ without appendixes 
· CTA with/ without appendix
Agreement form
Specifikation form
· A complete contract always exists in two copies ( principal´s and the company’s) which are signed and dated. The Principal´s copy is signed by:
· Principal investigator
· Head of the department 

· Head of the division. 
· Agreement follow-up. The hospitals copy of the agreement is archived to be followed-up in accordance with the local routines.
