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Study of Monoclonal Antibody in Patients 
with Sézary Syndrome
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1. Description
In this phase 2 research, individuals with advanced Mycosis Fungoides/Sézary Syndrome (MF/
SS) were assessed for safety and efficacy of alemtuzumab. The majority of patients had stage 
III or IV illness, decreased performance, and excruciating itching. The percentage of patients 
in full remission and partial remission who experienced an Overall Response (OR) Sézary 
cells were removed from patients’ blood and in lymph nodes was seen in one of them. Patients 
who had had one to two prior regimens had a better outcome than those who had gotten three 
or more prior regimens, and the effect was better on erythroderm than plaque or skin cancers. 
Self-reported itching decreased from a median of 8 before treatment to 2 at the end of therapy, 
as measured on a 0-10 visual analogue scale. The 12-month median time to treatment failure 
Patients experienced Cytomegalovirus (CMV) reactivation, which manifested as fever without 
pneumonitis and was responsive to ganciclovir. Six other patients had infections that were 
either suspected or obvious. At 10+ months, one patient developed deadly Mycobacterium 
pneumonia. Except for CMV, all severe infectious side effects happened in individuals who 
had already undergone three or more prior regimens. Squamous cell skin cancer in the patient 
has advanced.

In patients with advanced MF/SS, alemtuzumab exhibits encouraging clinical activity and an 
acceptable safety profile, particularly in those with erythroderma, severe itching, and those who 
were not receiving intensive pretreatment. The most prevalent Cutaneous T-cell Lymphomas 
(CTCLs) are Mycosis fungoides and Sézary Syndrome (MF/SS). The clinical course of MF/SS 
typically progresses slowly over extended periods of time, with pruritic erythematous regions 
slowly emerging. However, with time, the erythematous patches gradually infiltrate, turning 
into plaques and then ulcerating tumors. Some patients may develop generalized, progressive 
erythema, which is typically accompanied by excruciating itching. Viscera, lymph nodes, and 
peripheral blood may also be affected, among other tissues and organs. Septicemia and other 
infections are frequent causes of death in individuals with advanced MF/SS as the disease 
progresses, revealing a deficiency in cell-mediated immunity .It is possible for the disease to 
progress and transform into high-grade lymphoma, which has a bad prognosis. The severity 
of the disease at presentation determines the prognosis for MF/SS. In contrast to individuals 
with stage III/IV illness, which have a median survival of only 3 to 4 years, patients with stage 
I disease have a median survival of 20 years or more. Topical and systemic treatments, either 
separately or in combination, are used in the conventional treatment of MF/SS. In early-stage 
MF/SS, Psoralen plus Ultraviolet A radiation (PUVA) is successful and causes Complete Re-
mission (CR) in the majority of patients. To treat stage I and stage II illness, PUVA may also 
be treated with modest doses of interferon. The prognosis is not improved by early intensive 
radiation and chemotherapy treatment. To effectively manage advanced skin diseases, local ra-
diotherapy or Total-Skin Electron-Beam (TSEB) irradiation has been employed. Although not 
frequently available, extracorporeal photopheresis can also be utilized successfully. Interferon, 
bexarotene, single-agent chemotherapy, or combination chemotherapy may be used once the 
disease becomes resistant to topical therapy, although the length of response is frequently less 
than a year, and ultimately all patients experience relapses and the cancer becomes resistant. 
The response rates following TSEB and chemotherapy/interferon-alpha combined modality 
therapy resemble those of previous treatments. Furthermore, MF/SS patients’ outcomes are the 
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same regardless of age. Therefore, there is a critical need for new therapeutic approaches for 
people with advanced, symptomatic MF/SS.

A humanized Immunoglobulin G1 (IgG1) monoclonal antibody called alemtuzumab (Cam-
path-1H) is directed against the glycosylated peptide antigen CD52, which is expressed on 
the majority of malignant B and T cells but not on hematopoietic stem cells. Alemtuzumab’s 
and other Campath antibodies effector mechanisms are not entirely understood, however they 
may include antibody-dependent cellular cytotoxicity. Apoptosis and complement-mediated 
cell lysis. B-cell Chronic Lymphocytic Leukemia (B-CLL), which has response rates ranging 
from depending on the disease stage, is the primary condition for which alemtuzumab has been 
developed. About 500 000 molecules of the cell-surface marker CD52 are expressed on the 
surface of each lymphocyte by malignant T cells, and the degree of CD52 expression appears 
to be correlated with the clinical outcomes. Therapy with alemtuzumab may be especially ef-
fective for T-cell cancers. Patients with T-cell Prolymphocytic Leukemia (T-PLL) who had 
alemtuzumab treatment reported a significant CR rate. Eight pilot patients with MF/SS were 
included in a phase 2 investigation of 50 patients with advanced, extensively pretreated, low-
grade non-Hodgkin lymphoma; four of the eight patients responded to alemtuzumab therapy, 
but no other results were published. The current prospective phase 2 study’s objectives were 
to thoroughly examine the response rate, response in relation to tumor site, impact on itching, 
infusion toxicity, and antitumor effects versus infectious complications in relation to disease 
phase in 22 additional patients with advanced symptomatic MF/SS.


