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Establishment of Cost-Effective Laboratory Methods to Monitor Antiretroviral Adherence in HIV-1 Infected Individuals on Treatment
Consent to Participate in Study Procedures
Study Location: Participants in this study will be recruited from the following HIV care and treatment programs/sites: FACES program, Kisumu; CCC clinic, FACES program, Nairobi; and CCC clinic, Malindi Level 4 hospital and the Omari, Amrut and/or KANCO Projects in Malindi. The laboratory testing will be conducted at the Kenya Medical Research Institute (KEMRI), Nairobi
Purpose of Research: Antiretroviral therapy (ART) is an essential part of an efficient, sustainable HIV/AIDS response. Apart from the significant clinical benefits of these drugs, emergence of virus that does not respond to treatment as well as patients who do not attain levels of drugs in their blood, threatens to limit the use of these drugs. Currently, there are no studies evaluating how many patients attained the required drug plasma levels. Further, it is not clear what factors is affects the drug plasma levels. Our study aims at coming up with cheaper methods to assess response to ART treatment in Kenya.  
Description: You are asked to participate in this research seeking to evaluate the drug plasma levels and associated factors in response to the ART treatment you are receiving. To achieve this and if you agree to participate in this study, we will seek to collect specific information in your health records, engage you in a brief face-to-face interview related to your treatment. Lastly, we will ask you to provide us with a tablespoon (5 ml) of your blood sample. Your information and biological samples will be transported to Nairobi for testing. 
Risks: One potential risk of being in the study is the loss of privacy.  However, we will do our best to make sure that the personal information gathered during this study is kept private.  Also, you might feel a little discomfort at the time we will be taking your blood sample. 
Benefits: There is no monetary benefit for your participation in this study. The benefits which may reasonably be expected to result from this study includes your contributions to efforts to prevent drug failures by looking at what causes poor drug outcomes and how to correct these in Kenya. If you are found harboring drug resistant virus, the information will be communicated to your health care provider for better management. Your decision whether or not to participate in this study will not affect your current enrollment in the HIV care and treatment program.  
Confidentiality: To maintain confidentiality, initials and coded numbers will be used to identify the participants’ documents, biological samples and study reports. All study records will be maintained in a secured location within CVR -KEMRI. Participant information will not be obtained or released without written permission from the participant except as necessary for monitoring of the study. The records will be stored for a period of three years after completion of this study and destroyed thereafter.
Time Involvement and Reimbursements: This study will be part of your routine visit to the HIV care and treatment program you participate in and the general time involved will not be extended. There is no monetary benefit for your participation in this study.
Participation and Subject’s Rights: If you have read this form and have decided to participate in this project, please understand your participation is voluntary and you have the right to withdraw your consent or discontinue participating at any time without penalty. You have the right to refuse to answer particular questions. Your individual privacy will be maintained in all published and written data resulting from the study. 

You can talk to the researchers about any questions, concerns, or complaints you have about this study. Contact the study staff at 0722932044 or 0720607890. For any questions pertaining to rights as a research participant, the contact person is: The Secretary, KEMRI Ethics Review Committee, P. O. Box 54840-00200, Nairobi; Telephone numbers: 020-2722541, 0722205901, 0733400003; Email address: erc-secretaria@kemri.org
Consent You have been given a copy of this consent form.
If you wish to participate in this study, you should sign below.

Do you provide consent to participate in the study?  Yes  No _____________ Date

Given by: ___________________________                    ________________________________
                    Name of participant                                                    Signature of participant

By:          ___________________________                 __________________________________
                     Name of staff member                                               Signature of staff member

Witnessed by: __________________________       __________________________________
[bookmark: _GoBack]                      Name of witness                                                      Signature of witness
