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Financial Report
Spanish Royal Decree 223/2004 regulates, among other aspects, the economic aspects of clinical trials and requires the research budget to reflect all expenses not directly related to the habitual clinical practice in these patients. We have identified the items that we believe are most common, but the budget is open and can include any other type of expense. 
The information included in this document is valid for preparing a financial report about other types of studies, i.e. observational, basic research, etc.
Description of the different categories of expenses:

1.- Clinical research ethics committee fees: The costs of having the project evaluated by the Committee, which is independent of the TOTAL COST per patient to be evaluated.

2.- Study costs ((a)x(b)): is the result of multiplying the cost per patient by the number of patients.
2.1 Researchers’ remuneration: Evaluated according to the time dedicated to the study.
2.2 Remuneration for other departments involved: In cases in which more multidisciplinary work is required and professionals from other departments are involved. 
2.3 Outpatient and in-hospital products: If carrying out the study involves more visits, interconsultation, day-hospital visits, or hospital admissions directly related to the study and peripheral to the habitual healthcare process for the disease under study.

2.4 Complementary tests or examinations: All tests or examinations carried out in the context of the clinical trial that would not have taken place in the habitual healthcare process: clinical analyses and other laboratory tests,  radiology, pathology, and special tests at outpatients clinics (EKG, spirometry, hearing test,...)

2.5 Healthcare material: This includes any type of extra material: healthcare material, tools, computers, computer programs, healthcare devices. 
2.6 Others: Any other item that involves a cost not included in the above categories. 
2.7 Compensation for the subjects of the study. Any payment effected as compensation for patients participating in the study. 
2.8 Pharmacy service: Evaluated according to the work performed  (sum of the corresponding categories): 
a.
Management, keeping samples, and attending inspection visits. (Basic)
5% * Σ (2.1 – 2.8).
b.
Preparation /elaboration of samples to administer to the patient (includes work in laminar flow hoods in sterile conditions, preparation of placebos,...)  5% * Σ (2.1 – 2.8).

c.
Collaboration in clinical follow-up, information for patients, evaluation of treatment compliance. 5% * Σ (2.1 – 2.8).

The corresponding calculation of the evaluation of the work will be performed by the Pharmacy Service of the CSPT before presenting the financial report to the Committee. 
Cost per patient to be evaluated is the sum of items 2.1 through 2.9 and is equal to  75% of the  TOTAL COST per patient to be evaluated.
The Institutional Fee is obtained by applying 25% over the Cost per patient to be evaluated and equals 25% of the TOTAL COST per patient to be evaluated.
The TOTAL COST per patient to be evaluated is obtained by summing the  COST per patient to be evaluated and thel Institutional Fee. 
The Total estimated cost of the study (1+2) is obtained by summing Fees of the Ethics committee and the Costs of the study ((a)x(b)).

3.- Extra Costs : Costs that do not affect all patients and are only considered when they occur. These should be identified in detail and in addition to Total estimated cost of the study. For example, additional visits, pregnancy tests, etc. should be included here. As it is impossible to know in advance the total number of visits, tests, etc. that will be performed, the unit price will be stated and the corresponding 25% Institutional Fee will be added, yielding the total price. At the time of billing, each total price must be multiplied by the number performed. 
At the time of billing, the corresponding VAT will be applied. 
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