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BACKGROUND

* Moycosis fungoides (MF) is a form of non-Hodgkin cutaneous T cell ymphoma
(CTCL) that comprises 50% of all CTCL cases.!

* Chlormethine gel (CL; mechlorethamine) was the first skin-directed therapy
(SDT) purposely developed to treat MF and is approved in several worldwide
countries including United States (US) where it is approved as topical treatment
for stage IA and IB MF in patients who received prior SDT, and European Union
(EU) where the drug is indicated for the topical treatment of MF in adult
patients. 234>

* A previous study reported that topical steroids and phototherapy were

commonly used concomitantly with CL gel by MF-CTCL patients? but additional

post-hoc analyses were required to understand the use of these concomitant
therapies in a real-world setting.

METHODS

* The PROVe study was a US-based prospective observational non-
interventional study assessing outcomes, adverse events, treatment
patterns, and quality of life in patients diagnosed with MF-CTCL and treated
with CL gel.?

* Information on patient demographics, medical history, clinical
characteristics, ongoing treatments for MF-CTCL, and response was collected
for patients from 46 centers between March 2015 and October 2018.
Patients were prospectively followed up to 2 years.

* In this study, treatment start and stop dates for topical steroids and
phototherapy were analysed in relation to CL gel therapy initiation to assess
concomitant medication sequence and duration of overlap.

* Baseline characteristics at CL gel initiation and concomitant medication use

patterns were reported using descriptive statistics.
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LIMITATIONS

e The length of follow-up and number of visits for each patient varied and
therefore, assessments were not carried out at pre-defined intervals.

e The frequency or changes in dosing schedules were not evaluated for
concomitant medications in relation to changes in chlormethine gel schedule.

e Due to the observational nature of the study, possible missing data (~ 5%) on
treatment start and stop dates may affect the assessment of duration of

exposure.

CONCLUSIONS

* For patients with concomitant therapies, the majority started steroids or
phototherapy and then added CL gel and used for more than a year.

* These observations suggest that in real life settings, combination treatments
with CL gel are standard practice.

* Considering the lack of systemic absorption after CL gel application,

physicians may expect improved outcomes with an acceptable tolerability

profile.
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