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Peyronie’s disease treatments is changing again due the interruption of Xiapex® distrubution in Europe. There are many reasons
that can be referred to this event. In this editorial we would like to shed light on the current cost items relating to treatment with
collagenase clostridium histolyticum (CCH). The inaccessibility of the drug has seen both an increase in surgery for the treatments
of both PD and Dupuytren’s disease and an interruption of therapies in patients who had not completed their therapeutic cycle.
Considering the aforementioned concerns, we would like to invite researchers dealing with PD to conduct studies with the
available CCH products in collaboration with the drug companies in order to give again an efficacious treatment for PD.
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Since Xiapex® distribution in Europe stopped in late 2019,
Peyronie’s disease (PD) therapy has changed again, this time in

a backwards direction [1].Clinicians have always raised both the
need to obtain new medical treatments capable of obviating
surgery, of which the patient often has hesitations, but also to
improve the management in the early and mild stages of the
disease [2]. Despite initial doubts about the effectiveness of
collagenase clostridium histolyticum (CCH), after the approval by
the Food and Drug Administration, clinicians and scientific
societies had finally gathered enthusiasm and a huge number of
patients had received this treatment effectively [3]. One block to
an extended roll out in Europe was mainly due to the cost,
particularly as multiple doses were required, but still it was
affordable for many patients.
However, leaving out the pharmaceutical conditions underlying

this situation, which may include economic agreements between
distributors, in this editorial we would like to shed light on the
current cost items relating to treatment with CCH.
Xiapex® is a registered trademark of Endo Pharmaceuticals Inc.

Xiapex® is approved for two uses: Dupuytren’s contracture and PD.
Xiapex® is a prescription medicine used to treat adult men with PD
who have a “plaque” that can be palpable and a penile curvature
of >30 degrees.
In 2016, the price of Xiapex®, manufactured by Endo

Pharmaceuticals and distributed by Swedish Orphan Biovitrum
(SOBI) had a cost for hospitals of 750€ in Italy or 2500£ in United
Kingdom, clearly with a profit margin for both companies. It is
therefore surprising that after the withdrawal of the Xiapex®

brand, the price of the drug for the patient is now 6000 euros in
Europe, even though manufacturing has not changed.
Unfortunately, we are not able to understand the reasons for

this substantial increase in costs, when even more so we assume
that the costs of production and distribution must be the same if
not lower given the time elapsed between the introduction of the
drug on the market and its use nowadays.
The inaccessibility of the drug has seen both an increase in

surgery for the treatments of both PD and Dupuytren’s Disease
and an interruption of therapies in patients who had not
completed their therapeutic cycle.
It is important to underline that active ingredient of the drug is

CCH, inactive ingredients are hydrochloric acid, sucrose, and
tromethamine while the diluent contains calcium chloride
dihydrate in 0.9% sodium chloride.
In 2019, Wymer et al. analyzed cost-efficacy of treatment

options for PD using data from the USA health system. In
particular, although the overall success rate of surgery was 96%, of
CCH 66% and 48% of RestoreX, at 10 years after treatment,
RestoreX was the most cost-effective option equal to $883 respect
to surgery ($11,419) and CCH ($33,628). However, CCH became
more cost-effective at lower costs (≤$16,726) with higher success
rates (≥76%) [4].
Unfortunately, there no studies investigating CCH cost in the

European health system and this further highlights the efforts that
we have to make in order to clarify this aspect.
On the other hand, we may suppose that margins of revenue

for the SOBI were relevant. According to the SOBI Interim report
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between January and March 2018, the revenues for Xiapex® were
4.6 million € in Q1 2018 and 4.4 million € in Q1 2017, with a
change of 2% and a total amount for 2017 equal to 16.07 million €
[https://www.sobi.com/sites/default/files/pr/201804251098-1.pdf].
It is again quiet not explicable why in Europe such therapy is still
missing.
Although PD incidence has been reported to be between 3 and

9%, it is believed that it is underreported due to embarrassment,
fear of surgery, and more [5]. However, recent analyses demon-
strated an increase in Google searches about the treatment of PD
in the recent years. This may be due to the availability of the CCH
for the treatment of PD. Indeed, many patients have been treated
with CCH, some have had excellent results avoiding surgery,
others minor results but in some cases, it has been possible to
perform a less invasive therapy specific for decreasing the
curvature (plication vs patch or prosthesis) [6].
All these phenomena related to the CCH treatment of PD raises

ethical concerns. Many PD experts may provide treatment with
these economically convenient and commercially available CCH
products, considering the fact that they contain the same active
enzyme; however, he/she may easily be sued for any potential
complication. On the other hand, the doctor may be accused by
his/her patients for cannot providing the only non-surgical PD
treatment option which is available for PD patients in other parts
of the world. The latter scenario may be as jeopardizing and
embarrassing as the first one.
Considering the aforementioned concerns, we would like to

invite researchers dealing with PD to conduct studies with the
available CCH products in collaboration with their manufacturers.
After obtaining promising efficacy and safety outcomes, regula-
tory bodies may also consider approving these CCH drugs for the
treatment of PD. On the other hand, manufacturers of Xiapex®
should negotiate the terms and conditions with European
Medicines Agency and resolve the problems that they have been
experiencing, remembering that there are millions of PD patients
in Europe, many of which need this treatment modality.
We appreciate there are distribution and shipment costs but

question why the manufacturing costs have increased dramati-
cally (Table 1). This is clearly to the detriment of our patients but
the main question is: Is this ethical?
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Table 1. Cost comparison of Xiapex between pre- and post-2020.

Xiapex pre-2020 (Euro) Xiapex post-2020 (euro)

SOBI Peyronie 750–871 EndoPharma 5821

SOBI Dupuytren 750 Shipment 474

Official Price 1371 Online Price 10,938 ($)
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