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INTRODUCTION 
 
You are being asked to take part in this research study because you have been infected with 
hepatitis C virus (HCV, a virus that affects the liver), and have not been treated before for HCV. 
You may also be infected with human immunodeficiency virus (HIV, the virus that causes AIDS). 
You may have compensated liver cirrhosis, which means that the liver is damaged, but is still 
working. This study is sponsored by the National Institutes of Health. The doctor in charge of 
this study at this site is: Dr. Roger Bedimo.  Before you decide if you want to be a part of this 
study, we want you to know about the study. 
 
This is a consent form. It gives you information about this study. The study staff will talk with you 
about this information. You are free to ask questions about this study at any time. If you agree to 
take part in this study, you will be asked to sign this consent form. You will get a copy to keep. 
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WHY IS THIS STUDY BEING DONE? 
 
Currently, people who are infected with HCV are often closely monitored by medical staff. This 
requires patients to come to the clinic at least five times for visits, medication refills, and blood 
tests over a 12-week course of treatment. These guidelines are based on older HCV 
medications that had more side effects and were less successful at curing HCV than the 
medications used in this study. New HCV medications can cure 95 out of 100 infected persons 
who receive treatment. The medication that is provided in this study is approved by the US FDA 
for use in persons infected with HCV and coinfected with HCV/HIV. In large clinical trials, the 
side effects reported by study participants were comparable to a placebo (no medicine). 
 
This study is being done to see if a minimal monitoring approach is effective and safe when 
providing HCV treatment. The minimal monitoring approach will require fewer study visits and 
lab tests with no medication refills. This study is trying to see whether taking an HCV treatment 
with fewer clinic visits and laboratory tests can cure just as many people as the standard 
approach that uses more visits and laboratory tests. We will compare the results of this study 
with what we have observed in other studies using a standard approach. 
 
People are considered cured of HCV if the HCV virus cannot be detected in the blood 12 weeks 
after they have completed HCV treatment. This is called a sustained virologic response (SVR). 
 
This study will measure the amount of HCV virus in your blood at entry, week 24, week 48, and 
week 72. The study staff will share these results with you. If the HCV virus is detectable in your 
blood at week 24 or after, the study staff will let you know, and help you find a health care 
provider who can discuss your future treatment options. You can become re-infected with HCV 
after you are cured. The study staff will discuss with you how to remain HCV free after your 
treatment is completed. 
 
The study will also examine the convenience to you and the cost to cure a person of HCV using 
this minimal approach. 
 
HOW MANY PEOPLE WILL BE IN THIS STUDY? 
 
About 400 people (men and women age 18 years and older) will take part in this study. 
 
WHERE IS THIS STUDY BEING DONE? 
 
This study will take place across the world and will include participants from the US and non-US 
sites. 
 
HOW LONG WILL I BE IN THIS STUDY? 
 
You will be in this study for up to 72 weeks.  
 
WHAT DO I HAVE TO DO IF I AM IN THIS STUDY? 
 
If you decide to join this study and meet the study requirements after the screening visit, you will 
be enrolled into the study, unless enrollment has been closed to the subgroup(s) as described 
below.   
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*After a person has successfully completed treatment for HCV, there is a period when HCV viral 
load in the blood is so low that even the most sensitive test cannot detect the virus. If this period 
of “undetectability” lasts for 12 weeks in a row after the end of treatment, it is called SVR 
(sustained virologic response). 
 
Everyone who enters the study will take a fixed-dose combination of sofosbuvir/velpatasvir 
(SOF/VEL), which will be provided by the study. Anti-HIV drugs will not be provided by the 
study. 
 
While you are in this study, you will need to be seen in the clinic about 5 times. The longest visit, 
which will be your enrollment visit, could take up to 2 hours. Study staff will tell you about how 
long each visit will be. You may need to come to the clinic more often if you have side effects. 
More information about the study tests is given below. During the study, you will get the results 
from any routine tests that are done during the study and relevant to your care when they are 
available. 
 
If you do not enroll into the study 
If you decide not to take part in this study or if you do not qualify to take part in this study, we 
will still use some of your information. As part of the screening visit, some demographic (for 
example, age, sex, gender, race), clinical (for example, disease condition, diagnosis), and 
laboratory (for example, CD4+ T-cell count, HCV and HIV viral load) information is being 
collected from you so that ACTG researchers may see if there are patterns or common reasons 
why people do not join a study. 
 
Required Blood Tests 
Your blood will be drawn from a vein in your arm and used to measure your HCV viral load (the 
amount of HCV virus in your blood), to measure levels of certain hormones (chemical 
messengers in your blood), to see if the hepatitis B virus (HBV; another virus that affects your 
liver) is in your body, and for routine safety tests and metabolic tests (to test how your body 
uses the food that you eat). If you are a woman able to become pregnant, you will have a 
pregnancy test at the screening and entry visits and at later study visits if you think you might be 
pregnant. If you are infected with HIV, you will have blood drawn to measure your HIV viral load 
(the amount of HIV virus in your blood) and your CD4+ cell counts (these are cells in your blood 
that fight infection). You will be told the results of these tests when they become available.  
 
Some of your blood will also be stored (with no information that will identify you) and used for 
HCV genotyping (a test to see the genetic makeup of the HCV virus) and sequencing (a test to 
check for the pattern/code of the genetic makeup of the HCV virus) for this study. HCV 
genotyping and sequencing are used to see which genotype of HCV you are infected with. 
Since these stored samples will be tested in the future, the results will not be available to you. 
 
Blood will also be collected and stored for future testing at the end of the study. Some of your 
blood samples may be shipped and/or stored outside of the country from which they are 
collected. 
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Genetic (the message in your DNA) testing 
If you agree, your blood will be drawn and used to examine different genes (pieces of your 
DNA). Results of testing done on these samples may not be given to you because they will be 
done in the future. If you do not agree to have genetic testing done, then the amount of blood 
drawn for future testing will be less (up to 20 mL less). 
 
Please initial below if you agree to have any of your blood used for ACTG-approved future 
unspecified genetic testing. You may change your mind at any time and your samples will be 
destroyed. 
 
  YES   NO 
 
Optional Tests 
If you agree, any blood left over after all required study testing is done may be stored (with no 
information that will identify you) and used for future ACTG-approved research. These blood 
samples may be stored for an unknown period of time. Results of testing done on these 
samples may not be given to you because they will be done in the future. 
 
Please initial below if you agree to have any of your leftover blood used for future ACTG-
approved research. You may change your mind at any time and reasonable efforts will be made 
to destroy your samples, though this may not always be possible. 
 
  YES   NO 
 
A5360 Study Visits 
The study staff can answer any questions you have about individual study visits, the evaluations 
that will occur, or how long each visit will be. The table below can be used as a quick reference 
for you, along with the explanations that follow. 
 

I. Appendix Table 1: Study Schedule 
 

Evaluation or 
test 

Scre
ening Entry 

Post-Entry Visits Unplanned 
Visits 

(Entry-
Week 24) 

Week 
4 

Week 
22 

Week 
24/SVR 
Evaluati

on 

Week 
42 

Week 
48 

Week 
68 

Week 
72 

Consent & 
Contact 

Information 
Collected 

          

Documentation 
of HCV, HIV, & 
Cirrhosis Status  

          

Liver 
Elastography (if 

available) 
          

Physical Exam          (if 
indicated) 
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Evaluation or 
test 

Scre
ening Entry 

Post-Entry Visits Unplanned 
Visits 

(Entry-
Week 24) 

Week 
4 

Week 
22 

Week 
24/SVR 
Evaluati

on 

Week 
42 

Week 
48 

Week 
68 

Week 
72 

Medical & 
Medication 

History 
          

Blood Samples 
Collected (for 

laboratory 
testing) 

         (if 
indicated) 

Blood Samples 
Stored (for later 

testing) 
         (if 

indicated) 

Pregnancy Test      
(if 

suspecte
d) 

    (if 
suspected) 

Pregnancy 
Prevention 
Counseling 

          

Cirrhosis 
Counseling           

HCV Risk-
reduction 

Counseling 
          

Adherence 
Counseling           

Questionnaires   

(via 
remote 
contact

) 

       

Study Drugs 
Distribution            

Locator 
Information           

Remote Contact 
With 

Participants 
Outside of 

Study Visits 

          

 
II.  Description of Study Visits 
 

Screening 
After you have read and signed the consent form, you will be asked questions about 
your health, medical history, and medication history. You will have a complete physical 
exam to check your vitals (temperature, pulse, respiration rate, and blood pressure) and 
several tests, including blood tests, to make sure that you qualify to join the study. You 
will have your height and weight recorded. 
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Up to 42 mL of blood will be drawn during this visit. You will have blood drawn for HCV 
RNA testing. Some of the blood taken will be shipped to a testing lab and some of the 
blood will be stored for future testing. Your HCV infection and how long you have been 
infected will be confirmed. Your HIV infection and cirrhosis status will also be evaluated. 
 
If you are a woman able to become pregnant, you will have a blood draw or urine 
collected for pregnancy testing. You may not continue with the screening process if your 
pregnancy test is positive. If you are able to become pregnant or to impregnate a 
partner, you will receive pregnancy prevention counseling. 
 
Entry 
If all of the results from your screening tests show that you are eligible, you will be 
enrolled in the study. You will be asked about your health and the medications you are 
taking. You will also have a brief physical exam to check your vitals (temperature, pulse, 
respiration rate, and blood pressure). You will have your weight recorded. 
 
Up to 51 mL of blood will be drawn during this visit. You will also have additional 
samples collected and stored for later testing. If you are a woman able to become 
pregnant, you will be asked to provide a blood or urine sample for pregnancy testing. 
You may not enroll in the study if your pregnancy test result is positive. 
 
If available at the site, liver elastography (scan of your liver) will be performed. This is 
described below in more detail. If you had a liver elastography done as part of standard 
care, this measurement will be recorded but it is not required for enrollment into the 
study. 
 
You will be asked for your primary preferred contact information as well as a second 
contact (spouse, friend, neighbor, etc.) in order for the study staff to reach you 
throughout the study. This is known as locator information. If you are not able to be 
reached through the primary contact information, then the study staff will try to reach you 
through the second contact you provide. 
 
At this visit, you will be given your study drugs. The study staff will give you enough 
study drugs to last 12 weeks (3 months). Study staff will watch you take your first dose 
before leaving the site. You can take the study medication (SOF/VEL) with or without 
food. You will receive adherence education and counseling on the study drug, as 
described below. You will be given instructions on how to take the study medication and 
what to do if you forget to take it. You will also receive a flier with information on two 
types of other medications (proton pump inhibitors and H2 inhibitors [e.g., heartburn 
medication]) that you should not take while taking study medication. 
 
You will be asked to complete questionnaires that asks how you are doing and feeling, if 
you went to the hospital within the past 4 weeks, and if you use any substances such as 
alcohol, cigarettes, and other drugs. If you have compensated cirrhosis, you will also 
receive counseling for your cirrhosis, as described below. If you are able to become 
pregnant or to impregnate a partner, you will receive pregnancy prevention counseling. 
You will also receive HCV risk-reduction counseling and adherence counseling, as 
described below. 
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Post-entry visits 
Since you will be given enough study drugs to last you for 12 weeks of the treatment 
period, you will not need to come back to the clinic until week 24 (3 months later). Study 
staff will contact you by the preferred contact at weeks 4 and 22 to update your contact 
(locator) information and at week 4, to collect information about whether you are taking 
your study medication. If study staff are unable to reach you after two tries, they will try 
to reach you via your second contact. While you are taking the study drug, if you are not 
feeling well or have any questions about the study medication, you should contact the 
study site directly at  (24 hours). 
 
All participants will be seen post-treatment at week 24. If you miss the week 24 visit, you 
may come back to the site to have your SVR status checked any time after week 24, up 
until week 72. Following your SVR status check, you will be followed through week 72. 
You will need to make two more visits to the site -- one at week 48 and one at week 72, 
which is Part 2 of the study. These visits will last about 1-1½ hours each. 
 
At the week 4 remote contact, you will be asked how you are doing with taking your 
study medication. At the week 24/SVR evaluation visit, you will be asked how you did 
with taking your study medication. 
 
At weeks 24, 48, and 72, you will have blood samples collected for routine safety tests 
and for a few required blood tests (HCV RNA). Up to 76 mL of blood will be drawn during 
each of these visits. You will also have additional samples collected and stored for later 
testing. You will be asked about your health and any changes in your medicines since 
your last visit. You will have your weight recorded. You will be asked to complete 
questionnaires that asks how you are doing and feeling, if you went to the hospital within 
the past 4 weeks, and if you use any substances such as alcohol, cigarettes, and other 
drugs. 
 
Based on other tests done, the study staff will calculate different scores that will measure 
liver and kidney function and cirrhosis status. If you have compensated cirrhosis, you will 
also receive counseling for your cirrhosis, as described below. 
 
If available at the study site where you were enrolled, you will have a liver elastography 
done at weeks 24, 48, and 72. 
 
You will receive HCV risk-reduction counseling, as described below. If you have 
compensated cirrhosis, you will also receive counseling for your cirrhosis, as described 
below. 
 
Unplanned visits 
If you have any side effects during the treatment period, you must contact the study site. 
The study staff may require you to come in to the study site for an in-person evaluation. 
It is possible samples are collected for routine safety laboratory tests, or stored for future 
testing. If suspected, pregnancy testing and counseling will be done up to week 22. Up 
to 52 mL of blood could be drawn during this visit. 
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If you come to the study site for an unplanned visit, you will be asked to complete 
questionnaires that asks how you are doing and feeling, and if you went to the hospital 
within the past 4 weeks. 
  
Early discontinuation 
There are two types of discontinuation (stopping study treatment or leaving the study 
early). If at any point in the study, you want to discontinue study treatment or discontinue 
the study, you must contact the site immediately. 
 
1. Stop study treatment early 

 
You or your doctor may decide to stop the study medication that you began at entry. 
 
If you must stop taking the study medication early, the study doctor may ask you to 
stay in the study and come in for the scheduled visits and tests. 

 
2. Leave study early 

 
You or your doctor decides that you will no longer stay in the study or you are 
notified the study is stopped early. 

 
III. Description of Study Evaluations 
 

Consent and contact information collected 
After you read the consent form and have had a chance to ask questions about the 
study, you will sign the consent form if you want to continue the screening process. 
 
Documentation of HCV, HIV, and cirrhosis status 
Study staff will check your medical records for the availability of test results for HCV, 
HIV, and cirrhosis. If these results are not available, then you will have these tests done 
as part of the screening visit. 
 
Liver Elastography 
At entry, a liver elastography measurement (if available) will be recorded. A liver 
elastography is an easy, simple, and safe ultrasound procedure that measures the 
stiffness of the liver by placing a small probe over the area of the liver while you lie on 
your back. 
 
Clinical Assessments 
You will have the following clinical evaluations in this study: 
 
Physical examination 
You will have a physical exam. At screening, the study staff will check the different areas 
of your body such as head, neck, eyes, ears, nose, throat, mouth and tongue, chest 
(excluding breasts), heart, abdomen, skin, hair, nails, and muscles and joints. The study 
staff will also check your vital signs such as temperature, pulse, blood pressure, and 
respiratory rate. Your height and weight will be recorded. After screening, the physical 
exam will be more limited and based on symptoms or problems that you are 
experiencing. Your weight will be recorded. 
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Medical and medication history 
You will be asked questions about your health and about any medicines you have taken 
or are taking now. At week 24/SVR evaluation visit, you will be asked about any signs or 
symptoms that you are experiencing and any changes in other medications that you 
have had since your last visit. 
 
Sample collections and laboratory testing 
You will have the following samples collected and tested in this study: 
 
Blood collected 
Blood will be taken from a vein in your arm for various tests during the study. 
 
Stored blood 
Additional blood will also be collected from you and stored for testing at the end of the 
study. 
 
Pregnancy test 
If you are a woman who is able to become pregnant, you will have blood or urine taken 
for pregnancy testing at screening and entry. After you enter the study, you will have 
blood drawn or urine collected for pregnancy testing, if pregnancy is suspected up to 
week 22. 
 
Pregnancy prevention counseling 
All participants in the sexually reproductive age group will be counseled on family 
planning options for the duration of treatment (12 weeks). There is limited data on the 
safety of this medication during pregnancy and risk to the baby. Female participants who 
become pregnant during the course of treatment will be required to contact the site 
immediately and come in for a study visit as soon as possible. 
 
Cirrhosis Counseling 
If you have compensated cirrhosis, you will be counseled by study staff on managing 
your cirrhosis. Even though you may be cured of HCV, you will still have cirrhosis. 
 
HCV Risk-reduction Counseling 
You will be counseled by study staff on how HCV can be passed onto others and how to 
reduce your risk for HCV reinfection. HCV risk-reduction counseling will be done at 
entry, and weeks 24/SVR evaluation, 48, and 72. Study staff will talk with you about how 
you could become reinfected with HCV after being cured and ways to decrease risk of 
re-infection. 
 
Adherence Counseling 
You will get some adherence counseling from the study staff. The study staff will explain 
to you in detail how to take your study medication and help you find ways to take the 
medication correctly. 
 
Questionnaires 
You will be asked to complete a questionnaire that will ask how you are feeling and how 
you are doing with your daily activities. If you had stayed at a hospital or been to an 
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emergency room, you will be asked to complete a questionnaire when you come in for 
your visits at entry, weeks 24/SVR evaluation, 48, 72, and unplanned visits (if any). You 
will also be asked about substance use such as alcohol, cigarettes, and other drugs at 
your entry and weeks 24/SVR evaluation, 48, and 72 visits. 
 
See remote contact section below for information on what questions will be asked during 
the week 4 and 22 remote contacts. 
 
Study drugs distribution and storage 
You will be given a 12-week supply of study medication at entry. Study staff will watch 
you take your first dose, before you leave the site. You will be asked to store the study 
medication as instructed on the medicine bottle label.  
 
If you lose your study medication, you will be able to return to the site and receive 
replacement medication (one-time replacement only). 
 
Locator Information 
Study staff will ask you about the best way to reach you when they need to contact you 
remotely at weeks 4, 22, 42, and 68. They will also ask you for a second way to contact 
you (for example, through a spouse or friend) if they are unable to reach you. 
 
Remote contact with participants outside of study visits 
Study staff will contact you using your preferred method at week 4 to ask questions 
about adherence information (if you are taking your study drug), to update your contact 
information, and to remind you to return to the site to have your SVR status checked at 
week 24. 
 
During Part 1 of the study while you are taking the study (HCV) medication, you will be 
asked at week 4 if you are currently taking your study medication. 
 
At week 22, study staff will contact you to schedule your week 24 visit to have your SVR 
status checked and to update your contact information. 
 
During Part 2 of the study, after the week 24 visit, you will be contacted using your 
preferred remote method at weeks 42 and 68 to update contact information, if needed, 
and remind you of your upcoming study visits at weeks 48 and 72. 

 
WHY WOULD THE DOCTOR TAKE ME OFF THIS STUDY EARLY? 
The study doctor may need to take you off the study early without your permission if: 
 

• The study is cancelled. 
• Your doctor thinks the study is no longer in your best interest. 
• The site investigator thinks that you are at significant risk of failing to comply with the 

requirements of the protocol.  
 
The study doctor may also need to take you off the study drugs without your permission if: 
 

• You become pregnant. 
• You are breastfeeding. 
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• Continuing the study drugs may be harmful to you. 
• You need a treatment that you may not take while on the study. 

 
If I have to permanently stop taking study drugs through the study, or once I leave the study, 
how can I get study drugs? 
If you must permanently stop taking SOF/VEL before the study is over, the study staff will talk 
with you about other options. 
 
After you have finished the study, you will not be able to get SOF/VEL through the study. 
 
WHAT ARE THE RISKS OF THE STUDY? 
 
Risks of Social Harm 
Although the study site will make every effort to protect your privacy and confidentiality, it is 
possible that others could find out that you are participating in this study and that social harm 
may result (because you could become labeled as being infected with HCV and/or HIV). For 
example, you could be treated unfairly or discriminated against by family members, friends, 
and/or the community. 
 
Risks of Drawing Blood 
Drawing blood may cause some discomfort, lightheadedness, bleeding, swelling, or bruising 
where the needle enters the body, and in rare cases, fainting, or infection. 
 
Risks of Study Drug 
The study drug (SOF/VEL) is relatively safe and in controlled clinical trials it was found to have a 
safety profile similar to a placebo (no medicine). The most common side effects you may 
experience are headache, nausea, vomiting, fatigue and diarrhea. 
 
SOF/VEL has limited drug interactions with HIV medications with the exception of three HIV 
medications- efavirenz, tenofovir, and tipranavir/ritonavir. If you are taking any of these 
medications, your doctor will talk to you about these interactions in detail and what symptoms to 
look out for. Your doctor may modify your HIV medications after discussing it with you so that 
you can be included in this study. 
 
If you have been infected with Hepatitis B and do not have immunity, there is a minor risk of 
reactivation of the virus.  Please discuss this with your study doctor. 
 
SOF/VEL also has some interactions with other types of medications. There is risk of slow 
heartbeat if you also take amiodarone (a medication to help control heart rate). While you are on 
the study, you will be instructed not to take any of the prohibited medications (for example, 
heartburn medication mentioned earlier). The study staff will explain the prohibited and 
precautionary medications and discuss alternative options if you must take any of these 
concomitant medications. 
 
There is a risk of serious and/or life-threatening side effects when non-study medications are 
taken with the study drugs. For your safety, you must tell the study doctor or nurse about all 
medications you are taking before you start the study and also before starting any new 
medications while on the study. Also, you must tell the study doctor or nurse before enrolling in 
any other clinical trials while on this study. 
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Other Risks 
There is a risk that your stored samples may be misused. There are laws against this kind of 
misuse, but they may not fully protect you. The chance that this will happen is considered small 
because of the security taken with your samples. 
 
Your genetic information is unique to you. There is a risk in genetic research that someone 
using your samples may identify you. However, this risk is very small, but may increase with the 
progress of science. Researchers will inform you of any newly identified risks. 
 
If you are cured of your HCV, you could still become infected again with HCV. You can get HCV 
from coming in contact with blood and/or sexual fluid that is infected with HCV. 
 
ARE THERE RISKS RELATED TO DELAYING HIV THERAPY? 
 
You are not required to be on HIV medications to enter this study. If you are not on HIV 
medications at the time of your HCV infection and you and your doctor do not think you need to 
start HIV medications, we will not exclude you from the study. We also do not recommend 
delaying HIV medications for entry into the study if your doctor feels they are medically 
necessary. Although the dosing period of the HCV medication is short (84 days), a delay in 
necessary HIV medications could allow for progression of HIV disease, which can increase your 
risk of opportunistic infections and long-term after effects of HIV infection. If you have any 
concerns about these risks, we suggest that you discuss them with your medical provider. 
 
ARE THERE RISKS RELATED TO PREGNANCY? 
 
The drugs or drug combinations in this study have not been studied extensively in pregnancy. If 
you are having sex that could lead to pregnancy, you must agree not to become pregnant or to 
impregnate your partner while you are taking the study medication and for 6 weeks after 
stopping study medication. Note that if you become pregnant, study drug will be stopped and 
you will be asked to remain on the study. If you think you may be pregnant at any time during 
the study, tell your study staff right away. Pregnancies occurring on study will be reported to the 
Antiretroviral Pregnancy Registry, and study staff will request permission from you to obtain 
additional information after the baby is born. 
 
Because of the risk involved, you must use at least one method of birth control that you discuss 
with the study staff. You must continue to use at least one method as long as you are taking 
study medication and for 6 weeks after stopping study medication. You must agree to one or 
more of the birth control methods listed below: 
 

• A condom (male or female) with or without a spermicide 
• Diaphragm or cervical cap with or without spermicide 
• An intrauterine device (IUD) 
• Tubal ligation 
• Hormone-based contraceptives 

 
Male and female participants not of reproductive potential are not required to use 
contraceptives. 
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Some of the methods listed above may not prevent the spread of HIV to other people. If you are 
also infected with HIV, you should discuss your contraceptive choices with your health care 
provider to choose the best way for you to both prevent pregnancy as required by this study and 
to prevent the spread of HIV to your partner. 
 
Male participants should not donate sperm while on study treatment and for six weeks after 
stopping study medication. 
 
ARE THERE BENEFITS TO TAKING PART IN THIS STUDY? 
 
If you take part in this study, there may be a direct benefit to you. The study is designed to treat 
your HCV infection with an approved study medication and you may be cured of your HCV. It is 
also possible that you may receive no benefit from being in this study. Information learned from 
this study may help others who have HCV and/or HIV. 
 
WHAT OTHER CHOICES DO I HAVE BESIDES THIS STUDY? 
 
Instead of being in this study, you have the choice of: 
 

• treatment with prescription drugs currently available to you 
• treatment with other experimental drugs, if you qualify 
• no treatment 

 
Please talk to your doctor about these and other treatment choices available to you and the 
risks and benefits of these choices. 
 
WHAT ABOUT CONFIDENTIALITY? 
 
We will do everything we can to protect your privacy. In addition to the efforts of the study staff 
to help keep your personal information private, we have gotten a Certificate of Confidentiality 
from the US Federal Government. This certificate means that researchers cannot be forced to 
tell people who are not connected with this study, such as the court system, about your 
participation. Also, any publication of this study will not use your name or identify you 
personally. 
 
Your records may be reviewed by the US Food and Drug Administration (FDA), the ACTG, the 
US Office for Human Research Protections (OHRP), or other local, US, and international 
regulatory entities as part of their duties (insert name of site) institutional review board (IRB) (a 
committee that protects the rights and safety of participants in research), National Institutes of 
Health (NIH), study staff, study monitors, drug companies supporting this study, and their 
designees. Having a Certificate of Confidentiality does not prevent you from releasing 
information about yourself and your participation in the study. 
 
Even with the Certificate of Confidentiality, if the study staff learns of possible child abuse and/or 
neglect or a risk of harm to yourself or others, we will be required to tell the proper authorities. 
 
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by 
U.S. Law. This Web site will not include information that can identify you. At most, the Web site 
will include a summary of the results. You can search this Web site at any time. 
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WHAT ARE THE COSTS TO ME? 
 
There will be no cost to you for the study drugs, the study visits, physical examinations, 
laboratory tests or other tests required by the study. You or your insurance company, or your 
health care system will be responsible for the costs of your regular medical care as well as for 
the costs of drugs not given by the study. 
 
WILL I RECEIVE ANY PAYMENT? 
 
You will be paid  at the completion of each study visit. 
 
WHAT HAPPENS IF I AM INJURED? 
 
If you are injured as a result of taking part in this study, you will be given treatment right away 
for your injuries and be referred for further treatment, if necessary. However, you or your 
insurance company may have to pay for this care. There is no program for compensation for 
such injuries, either through this institution or the NIH. You will not be giving up any of your legal 
rights by signing this consent form. 
 
WHAT ARE MY RIGHTS AS A RESEARCH PARTICIPANT? 
 
Taking part in this study is completely voluntary. You may choose not to take part in this study 
or leave this study at any time. The care that you would normally receive will not be affected if 
you decide not to take part. Your decision will not affect other studies done by NIH in which you 
may be taking part, and will not lead to any penalty or loss of benefits that you have the right to 
expect. 
 
We will tell you about new information from this or other studies that may affect your health, 
welfare, or decision to stay in this study. If you want the results of the study, let the study staff 
know. 
 
WHAT DO I DO IF I HAVE QUESTIONS OR PROBLEMS? 
 
For questions, concerns or complaints about this study or a research-related injury, contact: 
 

• Roger Bedimo, MS, MD, FACP 
•  (24 hours) 

 
This research is being overseen by an Institutional Review Board (“IRB”). An IRB is a group of 
people who perform independent review of research studies. You may talk to them at 

 if:  
 

o You have questions, concerns, or complaints that are not being answered by the research 
team. 

o You are not getting answers from the research team. 
o You cannot reach the research team. 
o You want to talk to someone else about the research. 
o You have questions about your rights as a research subject. 
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SIGNATURE PAGE ACTG Study A5360 
 
If you have read this consent form (or had it explained to you), all your questions have been 
answered and you agree to take part in this study, please sign your name below. 
 
 
    
Participant’s Name (print)  Participant’s Signature and Date 
 
 
    
Study Staff Conducting  Study Staff’s Signature and Date 
Consent Discussion (print)  
 
 
    
Witness’s Name (print)  Witness’s Signature and Date 
(As appropriate) 


	INFORMED CONSENT



