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Policy Summary:

1.0 The Galway Clinic welcomes clinical research applications.

2.0 There is a detailed procedure for applicants to follow.

3.0 All research must be reviewed by the Research Assessment Group. 

4.0 All research must be approved by the MAC, the CEO and the Board of Directors.
5.0 The patient’s wishes must be respected at all times.
6.0 Informed consent must be obtained and a copy placed in the patient’s medical record.
7.0 The patient has the right to withdraw at any time during the research process.
8.0 The consultant in charge of the patient must supervise the researcher.
9.0 The consultant is responsible for informing the patient about how to gain access to clinical research, investigations and clinical trials.
10.0 The consultant is responsible for informing patients about how they are protected.
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1.0 Policy Statement 
This policy outlines how the hospital conducts research, investigations, or clinical trials involving human subjects and how the organisation informs patients and families about how to gain access to clinical research, investigation, or clinical trials involving human subjects. 

2.0 Aims of Policy

To provide information as follows:

2.1 How the patients and families are informed about how to gain access to clinical research, investigation or clinical trials involving human subjects. 
2.2 How patients who chose to participate in clinical research, investigation or clinical trials how they are protected
2.3 How to apply to perform research

2.4 How the risks and benefits to the patients are considered.

2.5 How the application is reviewed and approved

2.6 How informed consent is obtained.

2.7 How patients and families are informed of their participation in research activities.
3.0 Scope of Policy

This policy applies to all staff engaging in research, investigations, or clinical trials involving human subjects and staff and or consultants who communicate with patients about how to access clinical research, investigation or clinical trails involving human subjects.
4.0 Responsibilities
4.1 The research assessment committee (RAC) and the Medical Advisory Committee (MAC) are responsible for approving research proposals and research projects.
4.2 The RAC is responsible for maintaining records of all applications, meetings, and decisions and for communicating with the MAC, the CEO and outside relevant advisors if required.
4.3 The Consultant involved with the research / researcher is responsible for: 
· Complying with the hospital policy in relation to the process.
· Supporting the research applicant to obtain consent from the patient.
· Assisting the researcher with questions the patient may have.
· Supervising all research proceedings.
· Talking to patients about how to access clinical research, investigation or clinical trials involving human subjects.
· Informing patients who chose to participate in clinical research, investigation or clinical trials how they are protected 
5.4
The researcher is responsible to ensure that a fully signed consent for research form has been submitted to medical records for inclusion in the patient’s medical record.

5.0 Procedures
5.1 For Patients seeking to be part of a research project or clinical trial
5.1.1 If a patients wishes to be part of clinical research, investigation or clinical trials the consultant is responsible for ensuring that the procedure is communicated to the patient and this involves a discussion on how the patient will be protected. 
5.1.2 The consultant may involve other allied health care professionals in this discussion or he/she may designate this task to a clinical research nurse involved with the clinical research project or trial.

5.2 For Candidates applying to carry out research; for those reviewing research proposals and for those approving an application 
5.2.1 The applicant will send a letter of application to the chairperson of the Research Assessment Group (RAC) with five (5) copies of the research proposal.
5.2.2 The RAC will convene to review the research proposal and weigh the risks and benefits to the patient. If the RAC requires additional information, the chairperson will write to the applicant. If the RAC requires assistance to arrive at a decision, it may be necessary to consult an external ethicist. In such circumstances, the CEO will be informed before the request for advice is sent. Following a written reply from the external advisor such as an ethicist, the RAC will reconvene to consider the advice. 
5.2.3 Once a decision has been reached by the RAC, the approved research proposals will be delivered to the Chairman of the MAC for final approval at MAC. Final approval for the project must include input from the CEO and/or the Board of Directors as appropriate.
5.2.4 Before the research can commence: 
5.2.4.1 Approval from MAC, the CEO and Board of Directors is essential
5.2.4.2 The patient’s consent for research form must be signed 
5.2.4.3 A copy of the consent must be placed in the patient’s medical record.
5.2.5 Clinical trials: If a research proposal is a clinical trial, the proposal is considered a suitable research project; the proposal will then be forwarded to the Clinical Research Ethical Committee, University College Hospital Galway for approval. This is one of the ethics committees recognised under the Clinical Trials Legislation to deal with applications for the whole country.
5.2.6 If the research project is approved by both the RAC and ultimately the MAC, the applicant will be informed in writing by the chairperson of the RAC.
5.2.7 The patient’s consultant is ultimately responsible to the patient for any research procedures performed in the Galway Clinic.
5.2.8 The researcher will: 
5.2.8.1 Forward the consent form to the CEO/Designee for signature prior to commencing the research
5.2.8.2 Keep all documents pertaining to the research 
5.2.8.3 Forwarding a copy of the patient research consent form to medical records for inclusion in the patient’s medical record.
5.2.8.4 Communicate the results of the research project to the RAC as soon as it is appropriate to do so.
5.3 Obtaining Informed Consent 
5.3.1 The patient’s consultant will accompany the researcher to get informed consent for the research from the patient.
5.3.2 The researcher will inform the research subject of the details of the project to include how the subject may or may not benefit from the research 
5.3.3 The patient and / or family should be given an opportunity to ask questions and to take time out to consider the request and to get all the necessary information regarding the research
5.3.4 As soon as the patient agrees to be a participant in the research process, the researcher will get the consent form signed by the patient and a copy should be placed in the patient’s medical record.
5.3.5 Galway Clinic policy for gaining informed consent will be followed. 
5.3.6 The rights of the patient and family are protected and promoted throughout the process in line with the Galway Clinic mission statement and policies and procedures for patient and family participation in care.
5.4 Communication with patients

5.4.1 The patient and / or family are informed of the research by the researcher and the supervising consultant and the following will be addressed in discussion with the patient
5.4.1.1 Reason for and nature of the research.
5.4.1.2 How the organisation approved the research.
5.4.1.3 How the organisation weighs the benefits and risks to the patient.
5.4.1.4 How the patient can be expected to contribute. 
5.4.1.5 Time frame with expected completion date.
5.4.1.6 Confidentiality of the process.
5.4.1.7 How the patient may withdraw at anytime from the process. 
5.4.1.8 Informing the patient of the results of the research. 
5.4.1.9 How consent will be obtained.
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7.0 Appendices

7.1 Appendix 1: Research Consent form 
7.2 Appendix 2: Approval signatures
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Consent for Research



Patient Identification and Barcode
The purpose of this study is to:  ________________________________________________________________
I understand that the study will involve __________________________________________________________

_________________________________________________________________________________________







That my participation is voluntary; that the researcher will access my medical chart and that all information collected will be kept strictly confidential. 

I understand that this study is being conducted by:

_________________________________________________________________________________________

_________________________________________________________________________________________
I understand that I may withdraw from the study at any time and that my medical treatment will not be affected in any way by my decision. 

I, (PRINT NAME) ____________________________________ hereby consent to participate in this study, the nature and purpose of which has been explained to me by the researcher. I therefore agree to participate. 

I, (PRINT NAME) _____________________________________ hereby do not consent to participate in this study, the nature and purpose of which has been explained to me by the researcher. I therefore do not agree to participate. 

SIGNATURES

Patient:

 

____________________________
Witness:


____________________________
Researcher: 


____________________________

Supervising Consultant: 
____________________________
Chief Executive/Designee:
____________________________

Date: 



_____________________________



_______________________________________________________________________
Form CONCONRES approved by Forms Committee10/3/09 

Original: 6/07 Version 3/09 Revision: 3/09 Storage: Q Pulse

	Form Barcode Identification
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