
What are the risks and possible discomforts from being in this research study?

Risks of Lorcaserin 

All medications may cause side effects. There may be side effects from taking lorcaserin
hydrochloride that are not yet known. The study doctor and the sponsor will tell you right away
about any new side effects that occur, so that you can decide whether to stay in this study.
Lorcaserin has not been used in very many human subjects (about 1200 so far), so we have only
limited information about side effects.

In the first study with lorcaserin, a single dose of lorcaserin (up to 20 mg) did not cause
serious side effects. 

Side effects included headache, dizziness, blurred vision and lightheadedness. Nausea, vomiting, and 
indigestion were reported.

At a dose of 40 mg (which is twice as much as the highest dose in this study), a few subjects
experienced mild euphoria (a feeling of being “high” or happy for no reason). One subject first had 
euphoria, then a feeling of drunkenness, and then got confused. She also felt hot and cold, and had a 
possible hallucination (saw or heard something that was not real). The researchers were not sure 
exactly why this happened to this female subject. One other female participant who received 40 mg of 
lorcaserin experienced some similar side effects, but with a milder reaction.

In the second study with lorcaserin, daily doses up to 20 mg of lorcaserin for 14 days did not
cause serious side effects in male and female subjects. 

The most common side effects reported were headache, drowsiness, lightheadedness, nausea, and 
vomiting. These side effects generally occurred once, were mild or moderate, and lasted for hours.

In the third study with lorcaserin, male and female subjects took daily doses of 1, 5, and 15 mg of 
lorcaserin for 4 weeks. 

The drug did not cause serious side effects. The most common side effects reported were headache, 
drowsiness, lightheadedness, and nausea.

In the fourth study with lorcaserin, subjects took lorcaserin at doses of 10 mg once a day, 15
mg once a day, or 10 mg twice a day for 12 weeks. 

The most common side effects reported were headache, lightheadedness, dry mouth, fatigue, diarrhea, 
nausea and vomiting. One female subject developed depression after taking lorcaserin 10 mg twice a 
day for about 6 weeks; the study doctor thought that the depression was unlikely to be related to 
lorcaserin. Another woman who had never before had a seizure experienced a seizure after taking 
lorcaserin 10 mg twice a day for about 6 weeks. She recovered without treatment; her study doctor 
believed that the seizure was unlikely to be related to lorcaserin.
 



Lorcaserin is a member of a group of drugs known as serotonin agonists. We know how these drugs 
usually act, and we can predict some side effects based on studies in animals. We don’t know if humans 
will have similar reactions. In various human and animal studies, researchers have seen the following 
side effects:

� decreased activity
� sleeplessness
� vomiting
� seizures and convulsions (at high doses)
� dizziness
� becoming flush
� headaches
� hallucinations
� “serotonin syndrome,” a possibly fatal condition where too much of the important brain
chemical serotonin is released. 

Animal studies have not shown any release of serotonin in the brains of research animals given 
Lorcaserin.

� erection of the penis in some laboratory animals (this went away after a while)
� minor changes in the lungs, liver, and kidneys of some laboratory animals (you will have blood and 
urine tests during the study to watch for these problems)

We will watch you carefully for any side effects, check your vital signs regularly, and test your
blood and urine throughout the study. We do this to keep the risk of side effects as low as
possible for you.

Potential Heart and Lung Effects

Some serotonin agents that were used to treat obesity caused heart valve changes. In a few extreme 
cases, these changes meant the patient had to have an operation to fix their heart valves. In addition, 
these same drugs may have caused a condition called "pulmonary artery hypertension (PAH)". PAH 
occurs when the pressure in one of the main blood vessels leading to the lungs becomes much higher 
than normal. PAH is a life-threatening condition and there is no known treatment for it. These drugs are 
no longer given to patients for any health condition.

In all studies so far, no heart valve changes from the drug lorcaserin have been seen in animals or 
people. In addition, there have not been any cases of PAH (the increase in blood pressure in blood 
vessels to the lungs) so far in all lorcaserin studies. Changes to heart valves caused by other drugs will 
generally respond to treatment if discovered early enough. We require subjects to complete 
echocardiogram tests in this study to watch for these changes. In rare cases with other drugs like 
fenfluramine, patients have had to have an operation to repair their heart valves.



Other Possible Drug Effects

You could also have an allergic reaction to the study drug. This could be mild, or even fatal. For your 
safety, you must tell your study doctor about your past and present medical events. Tell your study 
doctor about any allergies you have and about all medications and drugs you now take. This includes 
over-the-counter drugs and herbal or
food supplements.
As with all medications, if you fail to follow dosage instructions, this may result in unwanted side 
effects and may be dangerous for your health.

Other Possible Effects

There are no known risks associated with echocardiograms.

The most common side effects of blood drawing include mild discomfort or feeling faint. A bruise may 
form where the needle enters your vein. Other risks may include bleeding from and infection at the 
puncture site. Total blood to be collected for the entire study will be less than the amount you would 
give in donating blood (less than 2 cups). There are not any known side effects that have been 
associated with ECGs, other than local skin irritation and/or itching. There are no known side effects 
from the ECG procedure. It may be necessary to shave small areas of the chest for the attachment of
disposable sticky pads. Fasting may cause dizziness, headaches, stomach discomfort, or fainting.
You must not take part in another research study while taking part in this study. If you have recently 
taken part in a clinical trial, please tell the study coordinator.

Special Information for Women
The effects of the study drug on an unborn baby are unknown. Some drugs cause birth defects.
These may include physical defects, mental problems, and early birth. Other unknown birth
defects may occur. Because of this, you must not enter this study if you are pregnant or planning
on becoming pregnant. If you are a woman who can have children, you must use an acceptable
method of birth control. You must use birth control (see below approved methods) while taking
part in the study and for at least 3 months after the study is completed. If you think you are
pregnant, you must tell the study doctor immediately. 

Women who can become pregnant
Women who can become pregnant must agree to use an effective method of birth control in order
to be in this study. Effective methods include, but are not limited to, the following:
� Condom plus spermicidal jelly or foam
� Intrauterine device (IUD)
� Surgical sterility. If you had surgery to remove your ovaries and/or uterus (womb) at
least 6 months ago, or a tubal ligation (tubes tied) at least 3 months ago, this may qualify.
� Hormonal contraceptives (birth control pills, implants, and patches)
� Postmenopausal status (defined as at least 2 years without menstrual periods)
You must agree to continue using an effective method of birth control for at least 3 months after
you stop taking study drug. Abstinence (no sexual intercourse), and a partner who cannot get
pregnant/father a child are not acceptable methods of birth control for this study. You cannot
take part in this study unless you are willing, or your partner is willing, to use acceptable
methods of birth control during the study and for at least 3 months after you stop taking study
drug.
Postmenopausal is defined as at least 2 years without a menstrual period. If you are



postmenopausal, you may enter the study if you qualify in all other ways. If you have had a
tubal ligation, you will still be required to have pregnancy tests at the times listed on the next
page.
If you have had a tubal ligation, please initial that you have read and understand these
requirements for entering the study.

All women will have a serum (by blood) pregnancy test at the Screening Visit. A urine pregnancy test 
will be done on Day 1, before giving you any study capsules. The tests must be negative in order to 
enter or continue in the study.
In addition, we will test your urine for pregnancy at each visit, and will do a blood pregnancy test
at Weeks 52 and 104 (or whenever you leave the study) to be sure that you are not pregnant when you 
leave the study. If at any time during the study you believe you may be pregnant, you must tell your 
study doctor immediately. You cannot continue in the study if you become pregnant.

Even when using birth control, there is a small risk you could become pregnant. You must be tested 
during the study to see if you are pregnant. The test does not prevent you from becoming pregnant. It is 
not 100% proof that you are not pregnant. It will only prove pregnancy a week or 2 after you are 
already pregnant. If you stop taking the study drugs when your pregnancy is confirmed, you cannot be 
sure your baby has not been hurt. If you become pregnant during the study, the study doctor will advise 
you on proper care. All financial aspects of your pregnancy are your responsibility.
Staff members have talked with you about what method you are using not to become pregnant.
They have also talked with you about not becoming pregnant during this study.
If you become pregnant during the study, you will be taken out of the study without your consent. We 
will also require copies of your medical records. Additional laboratory tests may be required. 
If you miss a menstrual period or are even a few days late or think you might be pregnant at any
time during this study, contact your study doctor or nurse immediately. Also, CALL THE
STUDY DOCTOR OR NURSE IMMEDIATELY (telephone number: 617-726-4400) if:
� you need to stop or change your birth control method,
� you are taking birth control pills and begin taking antibiotics, or
� you have a change in your menstrual cycle (timing of your period) while you are in the
study, or for 3 months after you finish the study

Special Information for Men
To take part in this study, you must agree that you and your partner will use an effective means
of birth control, as described above. You must use it during the study and for at least 3 months
after you stop taking study drug. If you are unwilling, or your partner is unwilling, we cannot
allow you to enter the study.
Please initial that you have read this information and agree to the use of an acceptable method of
contraception.


