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APPLICATION FORM FOR EXEMPTION/REBATE OF ADMINISTRATIVE MANAGEMENT EXPENSES IN NON-COMMERCIAL CLINICAL STUDIES

Mr./Mrs.______________________, on behalf of the Promoter ______________ with TIN: ___________ and registered office in ______________ and CIF _________________.
For the development of the study detailed below:
· Study Title: _____________________________________________________________
· Study protocol code: _______________________________________________
· EuCT (if clinical trial): ____________________________________________________

DECLARES
1. That the study meets each and every one of the following criteria for "non-commercial clinical research" as defined in Royal Decree 1090/2015, of 4 December, which regulates clinical trials with medicines, the Ethics Committees for Research with medicines and the Spanish Registry of Clinical Studies:
· The pharmaceutical or medical device industry does not participate in the research.
· The sponsor is a university, hospital, public scientific organization, non-profit organization[footnoteRef:1], patient organization, or individual researcher: [1:  Non-profit organisations are considered to be foundations, associations declared to be of public utility, and federations and associations of such entities.
] 

· Specify which of these: ______________________________________
· Ownership of the research data belongs to the sponsor from the very first moment of the study.
· There are no agreements between the developer and third parties that allow the use of the data for regulatory uses or that generate industrial property.
· The design, conduct, recruitment, data collection and communication of research results are kept under the control of the sponsor.
· The study is not part of a development program for a marketing authorization for a product.
· The Sponsor does not plan to engage the services of a CRO for the execution of the clinical study.

2. Type of study (Check as appropriate): 
	[bookmark: _Hlk73533493][bookmark: _Hlk73528270]Clinical Trial with Drug 
	□

	Observational Study with Drugs for Human Use 
	□

	Clinical Research with Medical Devices
	□




3. Type of Promoter (Check as appropriate):
	RFGI-SSPA Entity
	□

	Entity NO RFGI-SSPA
	□



4. Financial Report of the Study[footnoteRef:2] (Check as appropriate): [2:  This study does not include direct or indirect payments to researchers for patient recruitment.] 

	[bookmark: _Hlk73533730]Financial report 0€
	□

	Financial report other than 0€
	□



5.  Study Funding (Check as appropriate):
	Yes
	□

	No
	□





If yes, please indicate the nature of the funding:
	Public
Private[footnoteRef:3] [3:  In the case of promoters who do not belong to the RFGI-SSPA, whose study has an economic report of €0 and have private funding, they will only be eligible for the 50% discount on administrative management costs and/or by Addendum.] 

	□
□

	Funding body
	_____________________________

	Funding reference/call
	_____________________________

	Amount of funding
	___________________________ €








BY VIRTUE OF THE DECLARATION, IT REQUESTS the Andalusian Public Foundation for Research in Biomedicine and Health of Malaga (FIMABIS), the EXEMPTION □ / BONUS OF 50% □ of the Administrative Management Expenses of the aforementioned study:
[bookmark: _Hlk132286943]Administrative management of the contract  □
Addendum to the contract:
Addendum with modification of the economic report □
Addendum without modification of the economic report □
Management of the Conservation of the master archive of the studio □ 
Remote Monitoring Management □  

In Malaga, on date of electronic signature.


[bookmark: _Hlk220317358]Signed:       (Legal representative of the promoter)



(Fill in by Managing Director of the FGI)
	
Mr. José Miguel Guzmán de Damas, with DNI: 44579347B, on behalf of  the Andalusian Public Foundation for Research in Biomedicine and Health of Malaga (FIMABIS), with CIF G-29830643 and address at C/ Severo Ochoa, 35, in his capacity as Managing Director and legal representative of said entity, by virtue of the powers granted by his Board of Trustees of said entity on April 26, 2018 and elevated to a public deed before the/ the notary Mr. Miguel Olmedo Martínez on May 15, 2018, under number 1381 of his protocol.

	PROVIDES:
                                                 □ AUTHORIZATION            □ REFUSAL

of the 50% EXEMPTION/BONUS (AS REQUESTED) of the Administrative Management Expenses:

Administrative Management of the Contract   □
Addendum to the Contract:
Addendum with modification of the economic report □
Addendum without modification of the economic report □
Management of the Conservation of the Master Archive of the Studio □ 
Remote Monitoring Management □  

In the event of a REFUSAL, state the reasons:
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

It is warned that, if after signing this document, it is found that the circumstances and/or requirements declared in said document have changed and/or are not true, the Authorization/Denial of this application may be reviewed and proceed accordingly.






Signed: José Miguel Guzmán de Damas
Managing Director of FIMABIS
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