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UNFOLDER - Study Design:

* Only pts. with bulky disease and extralymphatic involvement have been randomized to these arms

2 x 2 factorial Design

Key eligibility criteria:
• DLBCL
• Age 18-60 years
• aaIPI 0 and bulk (≥ 7.5 cm) or
• aaIPI 1

6 x R-CHOP-21 6 x R-CHOP-14
6 x R-CHOP-21

+ RT*

6 x R-CHOP-14

+ RT*
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EFS, primary endpoint:

2 x 2 factorial
analysis

R-CHOP-21 vs R-CHOP-14
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EFS, primary endpoint:
Radiotherapy vs. observation

2 x 2 factorial
analysis
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PFS and OS:
Radiotherapy vs. observation 2 x 2 factorial analysis
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Conclusions:

• To our knowledge, this is the largest series of PMBCLs so far, which
have been treated in a prospective, randomized trial in the Rituximab era.

• Our results indicate a very favorable 3-year OS of 96% in PMBCL pts treated
with R-CHOP.

• Pts assigned to RT had a superior EFS mostly due to a higher PR rate in
the no RT arm triggering RT, with no differences in PFS and OS.

• The results suggest a benefit of RT only for pts, who are responding to R-CHOP 
with PR according to International Standardized Response Criteria (Cheson
1999). Testing RT in PET-positive residual tumors in a randomized trial can solve
the question, while RT in PET-negative pts is studied in the ongoing randomized
IELSG 37 trial.

• No differences in outcome between R-CHOP-14 and R-CHOP-21.


