
Learn more about taking nalbuphine extended-
release (NAL-ER) tablets in the PRISM Study

The investigational study drug in the PRISM Study is an opiate called NAL- ER. You may
have read or heard about addiction and opiate drugs – this leaflet will give you more
information about NAL-ER, and how it is different from other opiate drugs.

Opiate drugs work by attaching to chemical “receptors” that are scattered throughout our bodies. An opiate drug acts like
a key that fits into a lock (the “receptor”) and turns it to the “open” position, like opening a door. This “open” position
means the receptor is being affected by the drug.

Delta receptors 
These are still under investigation by
the medical community but are not
thought to affect addiction.

Mu receptors 
These block pain and create a general
sense of well-being. Most opiate drugs
stimulate this receptor. Because
stimulating the mu receptor makes
you feel good, this may explain why
some opiate drugs cause addiction.

Kappa receptors 
These aren’t as good as mu receptors
at reducing pain and do not usually
create a sense of well-being. Opiate
drugs that only stimulate the kappa
receptor are not usually addictive.

How do opiate drugs work and why are they addictive?

There are 3 main kinds of receptors:

If you are thinking about joining the
PRISM Study, you should discuss any
concerns with your doctor, so that

you can make a well-informed
decision about what is right for you.

Visit ThePrismStudy.com for more
information.

Can I get addicted to opiates if I take NAL-ER
tablets in this study?

If we look at previous experience with NAL-ER tablets
so far, the risk for addiction is considered very low. 

This is based on:
• how NAL-ER tablets work in the body;
• previous experience with nalbuphine in its liquid form;
• previous experience in other clinical trials of NAL-ER tablets.

The potential risk specific to the NAL-ER tablet is very
small at this time, but it is unlikely to be zero.

Which receptors do NAL-ER 
tablets stimulate?

While NAL-ER tablets do not interact with the delta receptor, they can attach to and block
the mu receptor. This can prevent other opiate drugs from stimulating that receptor. So,
if you are addicted to another opiate drug, this is why using NAL-ER tablets can cause
withdrawal symptoms.

The primary activity of NAL-ER tablets is to stimulate the kappa receptor.

http://www.theprismstudy.com/?prsid=81&praid=2


The risk of becoming addicted to
NAL-ER tablets is either no different
from or possible lower than the risk

with the liquid injection. 

Is nalbuphine considered 
an addictive drug?

Health authorities in the USA and Europe classify drugs
into different categories based on the likelihood of that
drug causing addiction. All addictive drugs are classified
as controlled substances, which means there are
regulations around how they are prescribed to patients.
Nalbuphine is not a controlled substance in either the
USA or most European countries. This is because it has
never become a “street drug” in the illegal drug trade
nor used as a drug of abuse

How long has nalbuphine been used to treat people?
Nalbuphine in liquid form has been used for over 30 years. It is used during surgery as an anaesthetic, and as an injection
for pain, particularly during and after childbirth.

NAL-ER tablets are still an experimental therapy and are not
available except in a clinical trial - like the PRISM Study. 

How many people have
received NAL-ER tablets?

In other clinical trials, a total of 718 participants received at least
1 dose of NAL-ER tablets. Most of these people received the
tablets for a short amount of time (between 1 and 21 days).

Are NAL-ER tablets different
from the nalbuphine liquid?

Are they more addictive?

The active ingredient in NAL-ER tablets is nalbuphine, which is
exactly the same as the nalbuphine in the liquid. NAL-ER tablets
enter the body by absorption through the stomach and
intestine. If nalbuphine liquid is injected, the drug enters the
body directly into the bloodstream. Taking a NAL-ER tablet
means a much lower dose of the drug in your bloodstream
than if you had an injection of it.

What has been observed in clinical trials about addition to
NAL-ER tablets?

So far, there have not been any reports of opiate abuse in people who have participated in previous clinical trials of NAL-ER
tablets. It is important to know that physical withdrawal symptoms can occur in non-addicted individuals who have taken an
opiate drug. These symptoms are different from the emotional craving for an addictive substance, and do not indicate that
someone is at risk of addiction.

If you participate in the PRISM Study, you will be monitored for
these kinds of symptoms.

Are NAL-ER tablets an "entry drug"
that can start me on the road to

addiction?

Some of the risk factors for addiction – whether to
drugs, cigarettes, alcohol or food – are related to
individual genetics and personality characteristics.
Personal history and behavioral factors, like a previous
addiction to alcohol or food, may lead to a pattern of
“craving” that shows that a person may have a generally
higher risk of becoming addicted.


