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Tuberculosis among HIV-positive patients:

an international prospective observational study (The TB:HIV Study) 
Sub-study on biomarkers for HIV/TB coinfection
Sample Patient Information and Informed Consent for collection of blood samples


Addendum 1 dated 14th June 2012 to the Patient Information and Informed Consent version 1.0 dated 7th January 2011

This draft patient information and informed consent should be adjusted as required by each centre/country/cohort ethics committee. 

Introduction

You have already been asked to participate in a study being undertaken at your hospital ………..(insert hospital name).................................... ”Tuberculosis among HIV-positive patients: an international prospective observational study”.  The purpose of this informed consent is to  request that you agree to participate in the sub-study addressing biomarkers of HIV/TB coinfection and collection of blood samples.
Purpose
It is known that both tuberculosis (TB) and HIV activate immune system and immune response. Several studies have shown that severe infections are strongly associated with activation of both inflammation and coagulation (blood clotting) systems. This can be measured by levels of certain inflammation and coagulation markers in blood (specific substances measuring disease state). TB is one of those severe infections, however there is a lack of evidence, and only few studies have been done in the field of investigating inflammatory and coagulation markers for HIV-positive patients with TB. Measuring levels of such specific markers in the blood of HIV/TB patients at different time-points of TB disease will help to better understand the nature of TB in HIV patients, improve treatment and thus prognosis of such patients.
Study procedures
We kindly ask you to provide 5-10 ml of blood 4 times during the study: at the time of TB diagnosis, and then 2, 6 and 12 months after TB diagnosis. These samples will be drawn simultaneously with samples collected during your routine clinical visits, thus minimizing any discomfort and interventions. You will not have to come to your clinic specifically for collection of blood for this sub-study. This procedure will not interfere with any treatment you may receive at this clinic.

The collected blood samples will be sent to the co-ordinating centre at Panum, the University of Copenhagen, where it will be collected and stored together with similar blood samples from several hundred other HIV/TB patients from Europe and Latin America. The blood collected will be analysed in accordance with the scientific programme in the TB:HIV study to investigate HIV/TB coinfection. Your blood samples will be strictly anonymised and will not contain information that can be used to identify you.

Risk and benefits

Participation in the TB:HIV sub-study on biomarkers does not include any additional risks for you apart from the discomfort of having blood drawn. There is no personal benefit from participating but a long-term benefit for HIV-positive patients with TB in general as TB:HIV study seeks to improve knowledge about HIV/TB coinfection, leading to improved treatment guidelines and thus a better prognosis for HIV/TB-patients in general.

Confidentiality

During the study all information and blood samples collected from you will be identified by a study number. All efforts will be made to keep your information confidential and no one outside this hospital will be able to identify you based on the information submitted. Any publication of this study will not use your name or identify you personally.

You will be asked to give permission to allow restricted access to your medical records. They may be inspected by TB:HIV study monitors or a government authority to ensure that the study is being carried out correctly. 

Transfer

If you move or transfer your medical care to another hospital participating in the TB:HIV study, the research staff would like to continue to collect information for the study.

With your permission, your doctor will contact your new hospital and ask them to continue follow-up in the TB:HIV study at this new institution.

This study does not in any way interfere with the current or future treatment and care that you are receiving at this hospital. 

Your participation in this study is completely voluntary, and you can at any time decide to withdraw your consent. Should you choose to withdraw your consent, this will have no consequences for your treatment and care. 

Contact person regarding TB:HIV at this clinic is:

Name: 

______________________________

Department:
______________________________

Phone:

______________________________

This study and information sheet has been reviewed and approved by the XXX Ethics Committee (EC reference number).

Patient informed consent

The full nature of the sub-study on biomarkers for HIV/TB coinfection to the study “Tuberculosis among HIV-positive patients: an international prospective observational study” has been explained to me.

· I have read and understood the information above as well as verbal information given to me and have been given the opportunity to ask questions and these have been answered to my satisfaction
· It has been explained to me that participation is voluntary and I am free to withdraw from the study at any time and for any reason, without prejudice to my treatment or any other rights
· I consent to let authorised personnel  review my personal information, but identifiable information will under no circumstances be made publicly available.

· I have been given a copy of the information sheet.

· I hereby consent to participate in the sub-study on biomarkers for HIV/TB coinfection and provide my blood samples
..................................................
...........................................                  
........./......../........

NAME OF PATIENT

SIGNATURE OF PATIENT                                            
DATE

....................................................
...................................................
  ......./......../..........

NAME OF RESEARCHER

SIGNATURE OF RESEARCHER
  


DATE

