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If you decide at any time to withdraw your consent to participate in the trial, no new data will be added to

the database. However, according to national rules, information collected on you up until that point may
still be provided to Roche.

CONFIDENTIALITY OF RECORDS AND AUTHORIZATION FOR USE

This section of this document is called an Authorization. It describes your rights and explains how your
personal health information will be used for this Study and who will see it. Because we need your
permission to use your personal health information, you cannot participate in this study unless you sign this
form. This won’t affect your right to receive other medical care.

By signing this form, you are giving Drs. Tebas and Lo Re permission to use and share your personal health
information for this study. Personal health information is information about your health that also includes
other information that could identify you. Your name, address, telephone number, photograph, date of
birth, social security number, or similar unique identifier (DNA samples and analyses), or information about
medlcak tests and procedures are examples of personal health information. Medical records made before
the study started, and records made during the study, can both contain personal health information.

Examples of personal health information that is collected and that will be disclosed to the agencies listed on
the foltowmg page as part of this research study are:
Race/Gender
Signs and symptoms you experience while on the study
- Current and past medical diagnoses
- Current and past medications and therapies
- Allergies
- Information from a physical exam: weight, blood pressure, heart rate, temperature
Data from Pharmacokinetic analyses of blood and urine samples
Data from laboratory tests (blood chemistry and hematology tests), CD4 count, viral load
- Data from results of tests for drug of abuse in your urine
- Data on how you responded to the drug

Which of our personnel may use or disclose your personal health information?

The following individuals and organizations may use or disclose your personal health information for this
research project:
The Principal Investigator and other University staff associated with this study;
The University of Pennsylvania Institutional Review Boards (the Committees charged with overseeing
research on human subjects) and the University of Pennsylvania Office of Regulatory Affairs
- Authorized members of the University of Pennsylvania and the University of Pennsylvania Health
System and School of Medicine work force who may need to access your information in the
performance of their duties, for example, to provide treatment, to ensure the integrity of the
research, accounting or billing matters, etc.
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Who, outside of the University of Pennsylvania Health System and the School of Medicine, might receive
your personal heaith information?

As part of the study the Principal Investigator, study team and others listed above, may disclose your
personal health information, including the results of the research study tests and procedures to the
following:

- Sponsor (Roche and anyone acting on its behalf)

- The U.S. Food and Drug Administration (FDA}

- other government, regulatory or oversight organizations, such as ethics committees

- other agencies if required by law.

Study staff will inform you if there are any changes to this list above during your active participation in the
trial. Once information is disclosed to others outside the University of Pennsylvania Health System or School
of Medicine the information may no longer be covered by federal privacy protection regulations. The groups
that receive the information could also share it with others.

tn most disclosures outside the University of Pennsylvania Health System or School of Medicine, the study
staff will use your initials and a code number assigned to your records when they send your information to
the Sponsor. The information the Sponsor gets usually does not include your name, address, photograph or
social security number, but does include other information that could identify you. For example, the
Sponsor might receive your date of birth or dates of study visits or other types of information. In addition,
the groups who receive your information may have to review your entire medical record to make sure the
study is done properly, or for other reasons required by law. If this happens, these groups may be able to
identify you.

The Sponsor may look at your data in any country worldwide to see if the drug has worked. The Sponsor
may carry out certain statistical tests on your information, along with information collected from the other
subjects who entered the study. Drs. Tebas and Le Ro and the Sponsor may then send the study results to
health authorities worldwide, and report results at medical meetings and in medical magazines, so that
other doctors can find out about the results of the study. The Sponsor may need to re-analyze the data
from this study at a later date, and may need to carry out extra tests on samples collected during the study
or perform further statistical tests on the data.

How long will the University of Pennsylvania Health System and the School of Medicine be able to use or
disclose your personal health information?

Your authorization for use of your personal information for this specific study does not expire. This
information may be stored in a database (research repository}. However, the University of Pennsylvania
Health System and the School of Medicine may not re-use or re-disclose your personal health information
collected for this study for another purpose other than the research described in this consent form unless
you have given written permission to the Principal Investigator to do so. However, the University of
Pennsylvania Institutional Review Board may grant permission to the Principal Investigator or others to use
your information for another purpose after ensuring that appropriate safeguards are in place. The

Page 15 of 19

IC V5 9/23/08



UNIVERSITY OF PENNSYLVANIA HEALTH SYSTEM

CONSENT FORM for Roche BP17921 / C
Effect of moderate liver impairment on the pharmacokinetics of saquinavir after administration of
saquinavir/ritonavir 1000/100 mg BID in HIV subjects
CRTN: 47216; Pablo Tebas, MD

Institutional Review Board is a committee whose job is to protect the safety and privacy of research
subjects. Results of all tests and procedures done solely for this research study and not as part of your
regular care will not be included in your medical record unless you want them to be sent to your primary

care provider. You will need to complete a medical records release of information to allow us to provide
study data to your doctor.

Will you be able to access your records?

You will be able to request access to your medical record when the study is completed. During your
participation in the study, you will not be able to access your medical records. This will be done to prevent
the knowledge of study results affecting the reliability of the study. Your information will be available
should an emergency arise that would require your treating physician to know the information to best treat
you. You will have access to your medical record and study information that is part of that record when the

study is over. The Investigator is not required to release to you research information that is not part of your
medical record.

Can you change your mind?

You may withdraw your permission for the use and disclosure of any of your personal information for
research, but you must do so in writing to the Principal Investigator at 502 Johnson Pavilion. Even if you
withdraw your permission, the Principal Investigator for the research study may still use your personal
information that was collected prior to your written request if that information is necessary to the study. If
you withdraw your permission to use your personal health information that means you will also be
withdrawn from the research study.

WITHDRAWAL FROM STUDY

If you first agree to participate and then you change your mind, you are free to withdraw your consent and
discontinue your participation at any time including your authorization regarding the use and disclosure of
your health information. Your decision will not affect your ability to receive medical care for your disease
and you will not lose any benefits to which you would otherwise be entitled.

If you withdraw from the study or the study medication is stopped for any reason, you will be asked to
return to the study center.

For your own safety, the following procedures should be performed:

You will begin fasting by midnight on the night before this visit.

Your blood pressure, pulse rate and body temperature will be measured.
You will have an ECG (electrical tracing of your heart rhythm).

You will have blood taken for the following tests:

a) routine clinical safety tests (hematology and chemistry);

b) HIV viral load; and,

¢) CD4 count.

* Your urine will be collected for routine safety urine tests.
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if you are a woman, you will have a sample of your blood or urine collected for a pregnancy test.
You will have a physical examination.

¢ You will be asked how you are feeling since the previous visit to the study center.

Dr. Tebas or Dr. Lo Re may also withdraw you from the study and the study medication may be stopped
without your consent for one or more of the following reasons:

Failure to follow the instructions of Drs. Tebas or Lo Re and/or the study staff.
Dr. Tebas or Dr. Lo Re decides that continuing your participation could be harmfut to you
Pregnancy

You need treatment not allowed in the study.
The study is cancelled and other administrative reasons.
Unanticipated circumstances.

FINANCIAL CONSIDERATIONS
Roche is providing financial support to cover the costs of all study specific procedures.

COSTS

The study medication will be given to you free of charge and you will not be billed for any clinic visits or for
any of the tests required specifically by the study. Costs for procedures not required for this study will not
be paid for by Roche. You and your insurance company will be responsible for covering the costs of

procedures and for treatments that your doctor would routinely perform in HIV subjects and in HIV subjects
with liver dysfunction.

COMPENSATION

To compensate you for your time and for any inconvenience or unforeseeable expense e.g. travel expenses,
a payment of $50 will be made to you for study visits 4 visits for non-NNRTI subjects and 6 for NNRTI] and
$500 for the overnight PK studies. Thus, non-NNRT] subjects can be compensated up to $700 and NNRTI
subjects, $800. Please note that the amount of compensation provided by this study exceeds the taxable

income amount and must be reported. The study nurse will ask you to complete the proper tax forms for
the IRS.

Please note that the study is not completed until the results of your follow-up visit tests are considered
acceptable. If you withdraw from the study prior to completion, you will be paid on a proportional basis. If
you are required to leave the study for non-compliance (i.e you do not attend visits as scheduled or do not
take your medicine as instructed), no payment need be made to you.

RESEARCH RELATED INJURIES
If you are injured as a result of being in this study, you will be given immediate treatment for your injuries.
Roche will pay for the cost of medical treatment (over what the insurance company pays) for any injury that
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is directly related to treatment when treatment has been used as is stated in the study protocol. This
medical treatment will be provided without cost to you. There is no program for compensation either

through this institution or the Sponsor. You will not be giving up any of your legal rights by signing this
consent form.

NEW INFORMATION
You will be told of any important new information that is learned during the course of this research study,
which might affect your condition or your willingness to continue participation in this study.

RESEARCH SUBJECT RIGHTS

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. You will be treated the same no matter what you decide.

QUESTIONS OR PROBLEMS
You are encouraged to ask questions at any time during the study. If you have any questions about this

research study, its procedures, risks and benefits, or alternative courses of treatment, please call the study
team using the contact information provided on page 1 of this consent form.

if you wish further information regarding your rights as a research subject, you may contact the Director of
Regulatory Affairs at the University of Pennsylvania by telephoning (215) 898-2614.

SUBJECT STATEMENT AND SIGNATURE

| have read this informed consent form and have had an opportunity to discuss it with the study staff. | have
been told about the risks and benefits and | have had my questions answered to my satisfaction.

| consent to the study staff collecting and processing my information, including information about my
health. | consent to Roche and anyone from other companies acting on behalf of Roche using my
information, including information about my health, for future medical research.

| freely agree to participate in this study.

| consent to make confidential personal information available (direct access) for quality control and quality
assurance by relevant personnel from Roche and anyone from other companies acting on behalf of Roche,
and to inspection by the local regulatory authorities (FDA and European regulatory agencies) and, by the
Institutional Review Board.
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| understand that | may withdraw from this study at any time and that my decision will not affect my future
care. If | decide to withdraw from this study, | agree that the information collected about me up to the
point when | withdraw may continue to be processed.

I do not waive any liability rights by signing this form.

My signature indicates that a copy of this form has been given to me and | will keep it until the end of my
participation in the study.

Subject’s Signature Print Name Date/Time of Signature

1, the undersigned, have fully explained the relevant information of BP17921/C study to the subject named
above and will provide her/him with a copy of this signed and dated informed consent form.

Investigator/Designee Signature | Print Name Date of Signature
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