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1. Title of research
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Cardiovascular and Respiratory Effects of Water Pipe
Smoking
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2. Principal Investigator
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Dr. Ahmad Al-Mulla, Hamad Medical Corporation

3. Why are we inviting you to join this research?
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The investigator and colleagues at Hamad Medical
Corporation (HMC) and American University of Beirut
Medical Center are conducting this research.

We are inviting you to join because you smoke solely
water pipe and not cigarettes, or you’ve never smoked
either.
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4. What should you know about the invitation?
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e We will explain the research to you

e Whether or not you join is your decision (you can
accept or refuse no matter who is inviting you to
participate)

o Please feel free to ask questions or mention concerns
before deciding, or during or after the research

e You can say yes but change your mind later

e We will not hold you accountable
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5. Who can you talk to?

f&aadl) diSay (e pa 5

If you have questions or concerns, or if you think the
research has caused you harm, talk to the research team
at:

Dr. Ahmad Al-Mulla

Office: +974 4439 2778, Mobile: +974 5552 3553

If you have questions about your rights as a volunteer, or

you want to talk to someone outside the research team,

please contact:

e HMC Medical Research Centre at 4439 2440 or
research@hmc.org.qa
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6. Why are we doing the research?
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The purpose of this study is to find out whether water
pipe smoking is associated with cardiovascular or
respiratory impairment.
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7. How long will the research take?
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We think that you will be studied for 2 days

We expect the research to last for 3 years
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8. How many people will take part?
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We plan to study 220 people. The research will include
440 people across all locations.
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9. What happens if you take part?
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If you agree to join, we will ask you to do the following:

You will be asked to visit the Hamad Medical
Corporation Hospital where you will be interviewed by
trained study personnel who will ask you questions
about your health and smoking habits, measure and
record your height, weight and blood pressure. Then you
will be escorted by trained study personnel to the lab to
undergo arterial applanation tonometry test, a breathing
test (spirometry) and blood and urine tests, and then to
the radiology department to undergo a coronary artery
calcium scan. We will perform all those tests in one day
if time permits

Blood Pressure:

Blood pressure will be measured by trained study
personnel while you are sitting using an inflatable cuff
placed around your arm. You will be asked to rest and
relax for 15 minutes before the first measurement. The
cuff will be first inflated and will cause pressure feeling
around your arm. The study personnel will use a
stethoscope to listen to your pulse while deflating the
cuff. The measurement will be repeated three times.

Arterial Applanation Tonometry:

Arterial applanation tonometry is a test that measures
how stiff your blood vessels are. The stiffness of blood
vessels gives an idea about vascular health and can show
whether you're at risk of developing hypertension, a
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heart attack or other heart problems before other signs
and symptoms occur. The test is non-invasive which
means that no surgery is done and no instruments are
inserted into your body. You will be asked not to use
stimulants such as caffeine or smoking, and not exercise
for at least three hours before the test. During the test
you will be asked to lie on your back on the examination
table for 5-10 minutes and relax and you will be asked
not to sleep. A trained study personnel or medical
technician will locate your vascular pulse on the right
neck area and on the right upper thigh near the groin by
palpation (i.e. to examine by touching). The distance
between the two pulse sites will be measured using a
measuring tape. Then, the tip of a tonometer, which is a
metal object that looks like a pen, will be placed lightly
against your skin over the vascular pulse sites at the neck
and the upper thigh near the groin to obtain recordings
of the pressure at the surface of your blood vessels.

Spirometry:

Spirometry is a test that measures how well your lungs
work and can help diagnose various lung conditions.
Spirometry shows how well you breathe in and out.
Breathing in and out can be affected by lung diseases
such as chronic obstructive pulmonary disease (COPD)
and asthma. Spirometry is the name of the test and a
spirometer is the device that is used to make the
measurements. The spirometer has a mouthpiece that
you use to blow into the device. First you breathe in fully
and then seal your lips around the mouthpiece of the
spirometer. You then blow out as fast and as far as you
can until your lungs are completely empty. This can take
several seconds. A clip may be put on to your nose to
make sure that no air escapes from your nose. The
measurements will be repeated three to six times to
check that the readings are much the same each time
you blow into the machine. Sometimes the tests are
performed with you in a separate glass cubicle - this can
help get more detailed and precise results.

Coronary Artery Calcium Scan:

A coronary calcium scan is a test that looks for specks of
calcium in the walls of the coronary (heart) arteries.
These specks of calcium are called calcifications.
Calcifications in the coronary arteries are an early sign of
coronary heart disease. Coronary heart disease is the
most common cause of heart attack. Because
calcifications are an early sign of coronary heart disease,
a coronary calcium scan can show whether you're at risk
for a heart attack or other heart problems before other
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signs and symptoms occur. A coronary calcium scan is a
fairly simple test that takes about 10 minutes. You'll be
asked to lie quietly in the scanner machine. ECG leads
will be applied over the skin of your chest and you will
be asked to hold your breath for about 10 seconds while
the machine takes pictures of your heart using X-rays.
The pictures will show whether you have calcifications in
your coronary arteries. A doctor will study the pictures
to see whether you're at risk for future heart attack.
Coronary calcium scans have very few risks. The test isn't
invasive, which means that no surgery is done and no
instruments are inserted into your body. Unlike some CT
scans, coronary calcium scans don't require an injection
of contrast dye to make your heart or arteries visible on
x-ray images. The CT images will also include evaluation
of your lungs for any abnormality. You will be notified of
any abnormal findings.

Blood and Urine Tests:

We will collect blood and urine samples (a total of 15 ccs
of blood and 9 ml of urine) for tests that could give an
idea of your health and whether you're at risk for heart,
lung or vascular problems before other signs and
symptoms occur. We will also test the level of oxidative
stress in your body.

10. Could the research be bad for you?
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Participation in the study is not expected to result in
significant risk on your health. However there may be
unforeseeable risk that we are unable to predict.

During this study, you will undergo one chest CT for
coronary artery scoring; this radiological procedure will
expose you to a dose of radiation up to 1mSv. This dose
is equivalent to ten times the radiation dose that you are
expected to receive from a standard chest Xray or from
riding an airplane from Doha to New York City. This
radiation dose is also equivalent to one third the
radiation dose that you expect to receive within a year
from natural radiation sources that surround us and is
within the yearly standard radiation protection dose
limit set for the general public by the International
Commission on Radiological Protection. Although there
are no proven harmful effects from radiation levels you
will be exposed to during this study, long-term effects on
your health cannot be ruled out with certainty.

You may not participate in this study if you are pregnant.
If you are capable of becoming pregnant, a urine
pregnancy test will be performed before you are
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exposed to any radiation. You must tell us if you may
have become pregnant within the previous 14 days
because the pregnancy test is unreliable during that
time.

Participation in this study also requires collection of
blood samples. Blood draws are usually associated with
some discomfort from the needle prick and with possible
side effects such as feeling lightheaded. There is also a
small risk of bruising at the site of the needle prick and a
very small risk of infection.

During blood pressure measurement a cuff will be
inflated around your arm which will cause pressure
feeling around your arm for few seconds, which may be
uncomfortable to you.

During spirometry you will be asked to blow hard which
may make you feel light headed, or may make you cough
during the test.
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11. Could the research be good for you?
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We cannot promise any benefit to you or to others from
you joining this research. However, possible benefits
include that you will undergo several tests at no cost to
you that will tell you about your risk of heart and blood
vessels disease as well as any impairment in the function
of your lungs.
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12. What happens to information about you?
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We will make efforts to secure information about you.
This includes using a code to identify you in our records
instead of using your name. We will not identify you
personally in any reports or publications about this
research.

We cannot guarantee complete secrecy, but we will limit
access to information about you. Only people who have
a need to review information will have access. These
people might include:

o Members of the research team and other
American University of Beirut Medical Center
representatives whose work is related to the
research or to protecting your rights and safety

e Representatives of the Qatar Supreme Council of
Health and Qatar National Research Fund who
make sure the study is done properly and that
your rights and safety are protected

e Your doctors and nurses
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Your samples will be kept and used in Qatar but may also
be sent to American University of Beirut Medical Center
in Lebanon for analysis. Your samples will be used for
the purposes of this study only. Any samples left over
will be destroyed at the end of the study.

13. What if you don’t want to join?
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You can say no and we will not hold you accountable.
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14. What if you join but change your mind?
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You can stop participating at any time and we will not
hold you accountable.
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15. What else should you know?
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This research is funded by Qatar National Research Fund.

If you are injured as a direct result of research
procedures, contact the investigator and appropriate
care will be made available at HMC. If you seek care
outside of HMC, such care will be at your expense.
Compensation is not available in case of injury.

You will not be paid for your participation.

The investigator or sponsor may stop the study or take
you out of the study at any time, even if you would like
to continue. This could happen because you do not
follow research instructions.
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16. Additional Choices

ddla) < LA 16

We would like your permission to contact you about
participating in future studies. You may still join this
study even if you do not permit future contact. You may
also change your mind about this choice. Please initial
your choice below:

YES, you may contact me
NO, you may NOT contact me

You will be informed of all the findings of your tests and
counseled about the results.
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Signature Page
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Volunteer
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I voluntarily agree to join the research described in this
form.
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Printed Name of Volunteer
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Signature of Volunteer Date
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Person Obtaining Consent
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| document that:
e | (or another member of the research team) have
fully explained this research to the volunteer.
e | have personally evaluated the volunteer’s
understanding of the research and obtained their
voluntary agreement.
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Printed Name of Person Obtaining Consent
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Signature of Person Date

Obtaining Consent

Pl s

Witness (if applicable)
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| document that the information in this form (and any
other written information) was accurately explained to
the volunteer, who appears to have understood and
freely given Consent to join the research.

Printed Name of Witness
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Signature of Witness Date
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