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Background and Rational Primary cutaneous aggressive B-cell lymphoma, such as diffuse 
large B-cell lymphoma (DLBCL)-leg type, is an ultra-rare disease 
with a worse prognosis. The treatment algorithm is adopted from 
the nodal type due to a lack of studies in this type. Patients usually 
require combined modality (rituximab-based) and local RT with 36-
40 Gy. RT doses of nodal DLBCL may be reduced to 30 Gy with 
similar efficacy [3]. Recently, DLBCL patients with complete 
response to systemic agents were treated with 20 Gy successfully 
(with a 2% local relapse rate and a 5-year freedom from local 
recurrence rate reaching 98%) with relatively low toxicities [4]. 
However, most elderly patients with comorbidities and palliative 
cases can be treated with local radiation alone with comparable 
results [2]. In addition, the role of chemotherapy in localized DLBCL-
leg type needs to be clearly defined. Zehnder et al. [2] show similar 
efficacy of RT when compared to immunochemotherapy alone, 
while Kraft et al. [1] proved an additional benefit of local 
radiotherapy following systemic treatments.  

In selected cases, hypofractionation with a weekly dose of 4 Gy until 
response or up to 24 Gy (biologically effective dose of 40 Gy) might 
yield comparable efficacy and can be recommended to reduce 
hospital visits [2]. 

Objectives Determine objective response rate, progression-free survival rate, 
and duration of response following different radiation doses (<30Gy 
vs. ≥ 30Gy).  

Study endpoints Primary endpoints: 
- Overall Response Rate (ORR) 
- Acute and chronic toxicities (evaluated with CTCAE 5.0) 
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Secondary endpoints: 
- Local control (LC) 
- Time to next treatment (TTNT) 
- Progression Free Survival (PFS) 
- Overall Survival (OS)   

Sample size Approximately 50 patients 

Study duration  2 years 

Participating centers Department of Radiation Oncology, University Hospital Muenster, 
Germany 
 

Inclusion criteria - Histologically-confirmed diagnosis cutaneous B-cell lymphoma 
(DLBCL-leg type). 

- Age ≥ 18 years 

Exclusion criteria - Prior or active skin malignancy (except for completely excised, 
non-invasive basal cell or squamous cell carcinoma diagnosed > 
2 years prior to enrollment) 

- Pregnancy or lactation 
- Age < 18 years 

Data management and 
data protection 

The data to be collected is already available in all participating 
centers and will be anonymized for evaluation 

Authorship  All participating centers contributing a complete dataset for ≥1 
patient can name co-authors (radiation oncologist and 
dermatologist) on each publication and will be listed according to 
the number of recruited patients. 

Statistical 
considerations 

Overall Response Rate (ORR) will be evaluated 8-12 weeks after 
the end of RT. Time-to-event endpoints will be estimated using the 
Kaplan-Meier method and compared among subgroups using the 
log-rank test. Categorical variables will be evaluated using the χ2 
test, and the T-test will analyze continuous variables. Univariate 
and multivariate Cox proportional hazard models will be calculated 
to identify the prognostic factors in patients' outcomes. 
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