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DOCUMENTATION NECESSARY FOR THE CLINICAL RESEARCH ETHICS COMMITTEE TO EVALUATE INVESTIGATIVE PROJECTS 

PLEASE NOTE:

The Ethics Committee of the Corporació Sanitària Parc Taulí is in the process of adopting the infrastructure for the electronic acceptance of the documentation from clinical studies which involve medications; currently the documentation is still required on paper.

Updated June 2009

All of the information, documents and the updated calendar can be found online at http://www.tauli.cat (La Fundació/Unidades/Oficina de investigación)
Fundació Parc Taulí

Edifici Santa Fe

Ala esquerra 2a. planta
Parc Taulí, núm. 1

08208 Sabadell (Barcelona)

Teléfonos: 93 745 84 51/54 y  93 723 66 73

Contact e-mail: ceic@tauli.cat 

Area of activity of the Corporació Sanitària Parc Taulí (CSPT) Ethics Committee:

· Sabadell Hospital

· UDIAT Centre Diagnòstic
· Atenció Primària Parc Taulí 

· Albada Centre Sociosanitari
· Salut Mental Parc Taulí 

· Sabadell Gent Gran (note that here it is not possible to carry out clinical research projects involving medications that involve direct clinical assistance with patients)

Reception of documentation:

· Clinical trials - between the 1st and 5th of each month.

· Observational, post-authorisation studies - between the 1st and 5th of each month  (date flexible).
· Other investigative projects: 15 days before the monthly session (see updated calendar at www.tauli.cat, Fundació Parc Taulí).
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1. 
CSPT acting as the reference Ethics Committee
In order for the CSPT to act as reference Ethics Committee it is necessary to apply by mail before sending documentation, stating who is to be contacted regarding the study.

The participating centres must be listed, including the Ethics Committees and the corresponding principal investigators. 

In the event of important amendments, the updated list must be sent to all affected Ethics Committees, centres and principal investigators (except if the amendment is an inclusion of more centres or a change of principal investigator).
In responding to any requested clarification, the new versions of documents produced must be clearly specified and included explicitly in the report.

2.
Clinical trials

2.1 New clinical trial (including when the CSPT is a new centre joining a project already approved by the reference Ethics Committee)
· Documents to be contributed by the promoter (Awaiting the acceptance of all the documentation via electronic means in the application SIC-CEIC v.2):

· Letter of introduction.
· 1 copy of the Protocol and Investigator’s Manual in electronic format (CD), except such documentation that needs to be signed, which will be accepted on paper.

· 2 copies of the Clinical Trial’s Authorisation Form.
· 5 copies of the Investigation Protocol.
· 13 copies of the protocol summary.
· 18 copies (in total) of the Patient information sheet – Informed Consent (counting those included in the protocol).
· 5 copies of the procedure and material used for the recruitment of the subjects (if applicable).
· 6 copies of the appropriate model of the Economic Report (see www.tauli.cat).
· 1 original and 4 copies of the Insurance Policy (or document assuming financial responsibility in the absence thereof).
· 1 copy of the Document that states the suitability of the investigator and collaborators.
· 1 copy of the Document that states the suitability of the centre’s facilities.
· 1 copy of the Commitment Agreement of the investigators expected to participate in the study.
· Payment of administrative and management expenses, according to the position of the Ethics Committee (See section on Taxes).  

For the signing of the contract:

· Power of attorney delegated to the representative of the promoter in order to sign clinical trial contracts.

· Copy of the authorisation that enables the negotiator to act in the name of the promoter, with the Apostille of the Hague when the applicant is neither the promoter nor the legal representative.

· Documentation to be contributed by the Principal Investigator (internal documents from the centre that provides the Ethics Committee to the investigator after the reception of the study’s documentation):

· Application form for the evaluation of the project, with the signatures of the head of the department and those responsible for the departments involved in the study, and for studies involving medication, the annex with the signature of the head of the Pharmacy department.

· Development document (according to the guide of the CSPT).
2.2 Important amendments (except if the CSPT is a newly included centre, which will be considered a new study) (Awaiting the acceptance of all of the documentation via electronic means in the application SIC-CEIC):

· 2 copies of the Application form for the authorisation of an important amendment to a clinical trial involving medication.  (Annex 1C).

· 6 copies of the proposed amendments and justification for same.  It is advised to state both the old and the new texts, highlighting the changes.

· 18 copies of amendments to the Patient Information Sheet / Informed Consent (if necessary).  Both the old and the new text must be clearly stated.

· The moment a new version of the protocol is produced that includes the changes, one copy must be sent in an electronic format (CD).

· Signed Addendum to contract, if the initial financial conditions have changed.

· Payment of administrative and management expenses (see the section on Taxes).
Note:  If the amendment only involves the inclusion of new centres that are not under the control of the CSPT, and the Ethics Committee of the CSPT is not acting as the reference Ethics Committee, it is only necessary to inform the Ethics Committee of the changes.

2.3 Minor amendments - notifications

1 copy of the notification of the minor amendment.

2.4
Response to requested clarifications (Awaiting the acceptance of all the documentation via electronic means in the application SIC-CEIC)

The response to requested clarifications will be sent by e-mail to the address ceic@tauli.cat in the established place, sending one paper copy for the archives.  If new documents are produced, these will be sent in an electronic format (CD).

Where the action is performed as reference Ethics Committee, it must be made absolutely clear that new documents have been produced and this must be included in the report.

3. 
Observational post-authorisation studies and other investigative projects

Note:  The Ethics Committee of the CSPT must evaluate every project that is to be completed.

· Responsibilities of the promoter:

· 1 complete copy of all the documentation in electronic format, except the documentation that must be signed and that therefore must be accepted on paper.

· 5 copies of the Complete Investigation Protocol

· 5 copies of the Patient Information Sheet / Informed Consent for those studies that, as they may identify with an individual(s), describe delicate matters or if the responses may give rise to serious responsibilities.

· 1 copy of the Data Collection Journal

· 5 copies of the Economic Report (if applicable)

· Payment of administrative and management expenses (see the section on Taxes)

· Responsibilities of the Principal Investigator (internal documents from the Centre that provides the Ethics Committee for the investigator)

· Application form for the assessment of the project signed by the head of the department and those responsible for the departments involved in the study.

· Development document (according to the appropriate guide)
4. 
Security reports and updates of the protocol, investigators manual or data collection journal

The periodic security reports as well as the protocol updates and investigator’s manual must be sent in an electronic format (CD).
5.
Notification of adverse reactions

Only notifications of adverse reactions that occur within the range of the CSPT will be accepted, in accordance with Article 46 of the RD 223/2004.

6.
Signing of contracts

· The contracts procedure/administration for investigative projects can begin in parallel at the moment of the presentation of the project to the Ethics Committee.

· The project model can be found online at www.cspt.es  (La Fundació/Unidades/Oficina de investigación).  For clinical trials use the Generalitat de Catalunya’s site.

· Power of attorney delegated to the representative of the promoter in order to sign the clinical trial contracts.

· Copy of the authorisation allowing the negotiator to act in the name of the promoter, with the Apostille of the Hague when the applicant is neither the promoter nor the legal representative.

7.
Taxes and Exemptions

Clinical trials:

In order for the invoice to be issued the promoter must provide the financial data and details of the trial to facturafpt@tauli.cat 

If the Ethics Committee of the CSPT is acting as reference, according to the number of involved Ethics Committees:

· 1-5 involved Ethics Committees:

1,670 euros (+16% VAT)

· 6-10 involved Ethics Committees:
         1,770 euros (+16% VAT)

· >10 involved Ethics Committees:
         1,980 euros (+16% VAT)
If the Ethics Committee of the CSPT is acting as an involved Ethics Committee:  1,020 euros (+16% VAT)
Important amendments:  325 euros (+16% VAT)
Observational studies:  1,020 euros (+16% VAT)

In the event that the promoter asks for an exemption from taxes, the application must be made in writing to the President of the Ethics Committee.  Moreover the promoter shall not consider the exemption granted until explicitly notified so in writing.

In no case will an exemption be granted while acting as reference Ethics Committee.
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