Tuberculosis among HIV-positive patients:

an international prospective observational study 

Sample Patient Information and Informed Consent


Patient information 
This draft patient information and informed consent should be adjusted as required by each centre/country/cohort ethics committee. 
Introduction
You are asked to participate in a study being undertaken at your hospital .....................................

The title of the study is ” Tuberculosis among HIV-positive patients: an international prospective observational study”. This is a multinational study across Europe.

Purpose of the study
The purpose of the study is to collect data on HIV-positive patients across Europe developing tuberculosis (TB) disease. TB is the most frequent opportunistic infection among HIV-positive patients and therefore this study aims to evaluate how these patients progress medically and to identify signs or symptoms indicating the course of the disease. This study will help to resolve issues with respect to the best medical management of people with TB and HIV. This includes the interaction between drugs for HIV and TB, the best time to start medication, and the drug toxicities that may be present. This study aims as well to assess and compare health care provided to HIV/TB patients in different economical settings and identify standards for the most optimal level of health care.  

Study procedures

If you are HIV-positive and have developed TB disease, we are inviting you to participate in the study. The data collection will focus on the time of TB diagnosis and the clinical situation thereafter (data collection forms for Enrolment and Follow-up). The data are results of routine clinical and laboratory investigations related to TB and HIV infections. This study does not test any drugs and will not interfere with any treatment you may receive at this clinic. It will not require any additional visits to your care provider.

If any of the specimens obtained from you during the course of TB disease were positive for Mycobacterium tuberculosis culture, a sample of this culture, if available, will be collected for further investigations. You will not be asked to provide any additional samples or blood tests for participation in this study.

In case of your death information from your medical chart on the cause of death will be collected. 

Organisation
The study coordinating office is Copenhagen HIV Programme, Denmark, and the Steering Committee represented by ................................ (cohort) will supervise the conduct of the study.
The study has been approved by the independent local ethics committee
Support for the study is given by the Seventh Framework Programme (FP7) of European Commission. 

Confidentiality
Only doctors, nurses and personnel authorised by government agencies will have access to your records. This is necessary to make sure that the study is performed according to the highest possible standards.
Results from this study will be analysed and published in medical journals but your identity will not be revealed. No information containing your name will be allowed off the hospital premises and your personal records will be identifiable only by a code.
Your participation is voluntary and you can withdraw your consent at any time without any influence on your future treatment/hospital care.
Patient informed consent
The full nature of the study: “Tuberculosis among HIV-positive patients” has been explained to me.
I have read the patient information sheet and have been given the opportunity to ask questions and these have been answered to my satisfaction.

It has been explained to me that in case of my death, my next of kin may be approached for a medical release form.*

It has been explained that I can withdraw my consent at any time for any reason.
It has also been explained to me that authorised personnel may review my record but that identifiable information under no circumstances will be made publicly available.
I consent to enter the above mentioned study
Name_________________________________________________________
Signature________________________________________Date__________
Investigator
Name of doctor_________________________________________________
Signature________________________________________Date__________
*Optional; can be included if local standards require.
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