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IF YOU FIT THIS CRITERIA, 
THEN YOU MAY QUALIFY 
TO PARTICIPATE.

A clinical research study for adults with 
prurigo nodularis (PN) who are 
inadequately controlled on topical 
prescription therapies or when those 
therapies are not advisable.
If you fit this criteria, then you may qualify 
to participate.

Do you qualify for this study?
You may be eligible if you:
•     Are at least 18 and not over 80 
      years, of age
•     Currently having itch symptoms 
•     Have a minimum of 20 PN lesions 
      in total on both legs, and/or both 
      arms and/or trunk

It’s okay if you don’t know if you qualify,
 the study doctor will tell you if you do.

For more information on this 
clinical research study or to see 
if you may qualify to participate, 

please contact:



What is the 
EFC16459 PN 
Clinical Research Study?  

EFC16459 is a clinical research study being conducted by 
dermatology doctors to determine if the study medication 
can be e�ective in reducing itch. The study medication 
(one not yet approved by the health authority for this 
indication) called Dupilumab is an injectable medication 
that may represents a novel therapeutic approach for 
patients with PN.The clinical research study will also 
evaluate if the study medication helps to improve the 
healing of PN lesions, health-related quality of life and 
overall disease status and severity. Patients on this study 
will receive either Dupilumab or placebo. Placebo looks 
exactly like dupilumab but is not medically active. Study 
medications and/or placebo will be injected under the skin 
(“subcutaneously”) once every 2 weeks.  You have a 1 in 2 
(or 50%) chance of receiving placebo only, on this study.

This study is for people who have PN who are inadequately 
controlled on topical prescription therapies or when those 
therapies are not advisable. You will be required to apply 
moisturizers (emollients) once or twice daily for at least 7 
consecutive days before randomization and continue 
throughout the study. If you are currently on a stable 
treatment with any topical (cream, ointment, lotion or 
spray) prescription drug like a steroid cream/ointment, 
you should continue with this treatment throughout the 
study. In case you are on high potency or super potent 
topical steroids, you may be asked to change to medium 
potency topical steroids by your study doctor, if possible. 
Common examples of these medications would be 
Hydrocort (is brand name, Hydrocortisone topical is the 
generic name) Cream or Ointments, Trinex Ointment(Brand 
name and Triamcinolone topical is the generic name), 
Synalar (is a brand name and �uocinolone topical is the 
generic name),  Clobex and Temovate (are brand names 
and clobetasol topical is the generic name). Elidel ( is brand 
name and pimecrolimus topical is the generic name), 
Protopic (brand name and tacrolimus topical is the generic).
If you enroll in this study you will receive all study-related 
medical care at no cost to you. Also, if you enroll, you will be 
seen by a doctor who will closely watch your PN.   

Clinical research studies are used to show if/how a study medication works and to �nd out if it’s safe.  They can also be referred 
to as clinical research trials.  Quali�ed doctors run clinical research studies.  The doctors are responsible for the study-related 
care of the people that participate (or enroll) in these studies. 

Independent committees (called Instututional Review Boards or IRBs) made up of medical and nonmedical people also watch 
over clinical research studies to make sure that the people who enroll are told everything they need to know and that they are 
protected.

What is PN?

PN is a skin disease characterized by multiple, intensely itchy skin eruptions in symmetrically distributed areas of the 
extremities. The main symptom is prolonged, repetitive and uncontrollable rubbing, scratching and uncontrollable itching. PN 
has major detrimental e�ects on quality-of-life, with sleep disorders and psychiatric comorbidity. Despite the use of multiple 
treatments, many patients with PN remain uncontrolled, and some of the available therapies are associated with serious 
potential adverse reactions. Given the lack of targeted treatments there remains a signi�cant unmet need in patients with PN.

Why participate in a clinical research study?

Millions of people enroll in clinical research studies every year. The reasons why people choose to join are as unique and varied 
as the people themselves.  A clinical research study may o�er them choices when current treatments are not as helpful as 
hoped/expected.  Some people enroll to help potentially �nd a future treatment or for science.  The reasons why you consider 
a clinical research study are yours alone.  You should only decide once you have learned all about a clinical research study.

If you decide to enroll in this study, you will be seeing the doctor regularly.  For someone with PN, participating in this clinical 
research study can be helpful BUT because 50% of participants will receive placebo, maybe not.
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