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Retrospective observational study generated a historic control for L-MIND to 
disentangle the contribution of tafasitamab to the efficacy of the combination



Re-Mind Study Design

Zinzani,Clinical Cancer Research 2021

Estimated propensity score -based Nearest Neighbour 1:1 matching 
methodology was used to balance the two cohorts for 9 baseline 
covariates on advise of regulatory authorities 



ANALYSIS  POPULATIONS 

*Matched Analysis Set 25 using caliper; a subset of the FAS25 and includes 1:1 matched patients from the L-MIND study and 
the observational cohort with a LEN starting dose of 25 mg/day using a caliper, standardized mean difference (SMD) <0.20 
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MAS25 (Match 
analysis set)

Fas, full analysis set; MAS, matched analysis set, Cal, caliper

MAS25 calipter

ENR: All patients enrolled in the RE-MIND and  L-MIND 
study 

All patients in Ob-ENR who met the I/E criteria without 
considering the 6 m of follow up rules

A subset of FAS; all patients who  met the FAS criteria 
with a LEN starting dose of 25 mg/day 

All patients in Ob-ENR who met the I/E criteria and a 
minimum of 6 m of follow up 

A subset of the FAS25; 1:1 matched patients from L-
MIND study and RE_MIND with a LEN starting dose of 25 
mg/day using 9 baseline covariates 

An additional subset of FAS; all patients who  met the FAS 
criteria with a LEN starting dose of 25 mg/day and 9 
covariables available

A subset of the FAS; includes 1:1 matched patients from 
the L-MIND study and RE-MIND using a caliper

Zinzani et al, Journal of Cancer Research Clinical Oncology 2021



BASELINE CHARACTERISTICS USED FOR COHORT BALANCING 
• Baseline characteristics were well balanced across the two cohorts after the matching procedure 

*SMD is defined as the ratio of the difference of proportions of a baseline characteristic to the standard deviation of the pooled difference. This 
standardisation allows for comparison of the relative balance achieved across different baseline characteristics occurring in a low or high proportion. Zinzani et al, 2021



Endpoint/cohort
Tafasitamab + LEN (L-MIND cohort)

(n=761)
LEN monotherapy (observational cohort)

(n=761)

ORR (%, 95% CI) 67.1 (55.4–77.5) 34.2 (23.7–46.0)

Odds ratio (95% CI) 3.9 (1.9–8.1); P<0.0001

CR (%, 95% CI) 39.5 (28.4–51.4) 13.2 (6.5–22.9)

39,5%
13,2%

27,6%

21,1%

10,5%

14,5%

15,8%
44,7%

6,6% 6,6%

Tafasitamab + LEN LEN monotherapy

PRIMARY ENDPOINT: BEST OVERALL RESPONSE RATE

Zinzani et al, 2021
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SECONDARY ENDPOINTS:  DURATION OF RESPONSE

7

Median DoR was 20.5 (95% CI: 12.3, NE) months in 
the tafasitamab+LEN cohort and 6.6 (95% CI: 4.1, 
17.2) months in the LEN-mono cohort. 

Zinzani et al, 2021



SECONDARY ENDPOINTS:  OVERALL SURVIVAL AND 
PROGRESSION-FREE

survival

Zinzani et al, 2021



SUMMARY
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L-MIND 
(n 81)

RE-MIND
(n 76)

Broccoli et al
(n 153)

Mondello et al
(n 123)

SCHOLAR 
trial

(n 636)
Tafa + Lena Tafa+lena vs Lena Lena Lena r/r therapies

ORR 59% 67% vs 34% 29% 37% 26%

CR 41% 39% vs 12% 23% 21% 7%

PR 17% 27% vs 22% 6% 16% 18%

mOS 31.6m NR vs 9.4m 12m Not reported 6.3m

Historical pooled 
analysis from 2 

Phase III CT and 3 
observational 

studies

Historical patient’s 
level cohort study

Observational national 
studies

Salles et al, Lancet Onc 2020
Salles G et al. EHA. 2020; Abstract EP1201
Crump et al,  Blood 2017
Broccoli et al, The Oncologist 2019
Mondello et al, The Honcologist 2016



RE-MIND
CONCLUSIONS

• Significantly better ORR, CR, OS and PS outcomes indicate substantial clinical 
benefit of adding  tafasitamab to lenalidomide treatment in transplant-ineligible 
R/R DLBCL patients

• Tafasitamab plus lenalidomide is an additional treatment option for a historically 
poor prognosis population

• Within the limitations of non-randomised trials, estimated propensity score -based 
1:1 matching allows for a robust estimation of the additional treatment effect 
attributable to tafasitamab when added to LEN as in the L-MIND trial

• RE-MIND outcomes are comparable to those published for LEN monotherapy in 
clinical trials



1.Tilly H et al, 2015; 2.Schuster et al, 2019;3.Locke 
et al,  2019; 4. Sehn et al,2020; Salles et al, 2020 



RE-MIND2: STUDY DESIGN AND METHODS
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RE-MIND2 is a retrospective, observational cohort study designed to generate a real-world 
control for outcomes from the L-MIND study, to characterize the effectiveness of tafasitamab + 
LEN, in a real-world setting, relative to commonly administered systemic therapies for ASCT 
ineligible patients with R/R DLBCL

Data were collected between April and November 2020 in North America, Europe, and the Asia 
Pacific region

Eligibility criteria were based on the L-MIND study: patients aged ≥18 years with histologically 
confirmed DLBCL and who had received ≥2 prior systemic therapies for R/R DLBCL (including ≥1 
anti-CD20 therapy)

The primary endpoint was OS and secondary endpoints included ORR, CR rate, progression-free 
survival (PFS), and DoR

Grzegorz S. Nowakowski et al, ,Clinical Cancer Research 2022



RE-MIND2: STUDY DESIGN AND METHODS
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Matching criteria and estimated propensity score (ePS)-based method were applied and efficacy outcomes 
from the L-MIND cohort were compared with those treated with the observational cohort of patients enrolled 
in RE-MIND2 database

Nowakowski et al, 2022



RE-MIND2: STUDY DESIGN AND METHODS
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Three matched analysis sets (MAS) were created comprising cohorts receiving tafasitamab + LEN versus cohorts of systemic 
therapies pooled , BR, and R-GemOx for R/R DLBC.

The cohorts in each MAS were matched using ePS-based 1:1 nearest neighbor (NN) matching, balanced for nine baseline prognostic 
covariates. To achieve high quality of balance between cohorts, the standard mean difference of each covariate post-matching was
pre-defined as ≤0.2

Nowakowski et al, 2022



RE-MIND2: POPULATION
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T-L vs pooled therapies T-L vs BR T-L vs R-GEMOX

m follow up 
in matched 

cohorts

31.84m vs 33.25m 32.92 vs 25.00 32.92 vs 33.18 

Nowakowski et al, 2022

FAS population: patients who met the eligible/non-eligible criteria of RE-
MIND2 and L-MIND study with a minimum of 6 months follow-up

FAS_elig population: patients who were eligible for matching

MAS_Pool population: 1:1 matched patients from the L-MIND study and 
the observational cohort using baseline covariates.



PRIMARY ENDPOINT: OVERALL SURVIVAL
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Pooled 
therapies 
≥2L (m)

Tafa-Lena
≥2L (m)

BR 
≥2L 
(m)

Tafa-Lena
≥2L (m)

R-
GEMOX 
≥2L (m)

Tafa-Lena
≥2L (m)

Pooled 
therapies 
2L (m)

Tafa-Lena
2L (m)

BR 2L 
(m)

Tafa-Lena
2L (m)

R-GEMOX 
2L (m)

Tafa-Lena
2L (m)

mOS 11.6 34.1 9.9 31.6 11.0 31.6 16.1 NR 12.0 NR 16.8 NR

HR 
(95% CI)

0.553
(0.358-0.855)

0.418
(0.272-0.644)

0.467
(0.305-0.714)

0.502
(0.254-0.990)

0.287
(0.147-0.559)

0.403
(0.209-0.777)

p value 0.0076 <0.0001 0.0004 0.0467 0.0002 0.0067

Nowakowski et al, 2022

Second line median OS for Tafa+Lena: not reached, indicating >50% patients were alive by end of follow-up time



SECONDARY ENDPOINT: ORR
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A numerical improvement was 
observed for tafasitamab + LEN 
vs BR but no statistically 
significant

Tafasitamab + LEN vs therapies 
pooled and R-GemOx: ORR and 
CR significantly higher

Nowakowski et al, 2022



SECONDARY ENDPOINT: DURATION OF RESPONSE
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Pooled 
therapies 
≥2L (m)

Tafa-Lena
≥2L (m)

BR ≥2L 
(m)

Tafa-Lena
≥2L (m)

R-
GEMOX 
≥2L (m)

Tafa-Lena
≥2L (m)

mDoR 6.6 26.1 9.2 26.1 9.5 26.1

HR 0.323 0.371 0.372

p value 0.005 0.0015 0.0009

Nowakowski et al, 2022

DoR was significantly improved in the 
tafasitamab + LEN cohort compared with 
systemic therapies pooled, with BR and 
with R-GemOx



SECONDARY ENDPOINT: PROGRESSION FREE SURVIVAL
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Pooled 
therapies 
≥2L (m)

Tafa-Lena
≥2L (m)

BR 
≥2L 
(m)

Tafa-Lena
≥2L (m)

R-
GEMOX 
≥2L (m)

Tafa-Lena
≥2L (m)

Pooled 
therapies 
2L (m)

Tafa-Lena
2L (m)

BR 2L 
(m)

Tafa-Lena
2L (m)

R-GEMOX 
2L (m)

Tafa-Lena
2L (m)

mPFS 5.8 12.1 7.9 12.1 5.1 14.1 8.0 16.2 8.8 16.2 7.1 16.2

HR 
(95% CI)

0.424
(0.278-0.647)

0.527
(0.344-0.809)

0.433 
(0.288-0.653)

0.452
(Not reported)

0.475
(Not reported)

0.466
(Not reported)

p value <0.0001 0.0033 0.0001 0.0081 0.0155 0.0096

Nowakowski et al, 2022
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Tafasitamab plus lenalidomide versus Pola-BR, R2, and CAR-T: 
comparing outcomes from RE-MIND2, an observational, 
retrospective cohort study in relapsed/refractory diffuse 
large B-cell lymphoma

Grzegorz S. Nowakowski,1* Dok Hyun Yoon,2 Patrizia Mondello,3 Erel Joffe,3 Anthea Peters,4 Isabelle Fleury,5 Richard Greil,6
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RE-MIND2 expanded analysis 

Nowakowski et al, 2022
* 9 covariates were used for the primary analysis; 



Analysis Population 
• Comparator cohorts were generated 

using estimated propensity scores and 
1:1 matching

• The resulting analysis sets included 
patients who met eligibility and the 
matching criteria

• Patient-level matched pairs were 
created and comprised patients who 
received Pola-BR, R2, and CAR-T 
therapies matched with patients from 
the tafasitamab + LEN cohort

• *With complete data for six matching covariates, Based on 1:1 nearest neighbor propensity score. Nowakowski et al, 2022



Baseline characteristics for tafasitamab + LEN versus Pola-BR, 
R2, and CAR-T

Nowakowski et al, 2022



Primary endpoint: OS

Nowakowski et al, 2022

Tafasitamab + LEN was associated with statistically significant improvements in OS versus Pola-BR 
and versus R2. A comparable OS benefit with tafasitamab + LEN versus CAR-T (22 versus 15 months), 
without statistical significance was observed



Secondary endpoint: ORR and CR
• ORR and CR rate were statistically significantly higher with tafasitamab + LEN versus R2

• Statistical differences versus Pola-BR and CAR-T were not detected with the sample sizes in the matched 
cohorts

Nowakowski et al, 2022



Secondary endpoint: PFS and DOR

Nowakowski et al, 2022

• Tafasitamab + LEN was associated with statistical and clinically meaningful improvements in PFS versus R2

• Improvements in PFS were observed versus Pola-BR and versus CAR-T

• A low number of patients with tumor assessment data precluded comparative analysis of DoR



Conclusions

• RE-MIND2 was designed to generate a real-world control for outcomes from
the L-MIND study to characterize the effectiveness of tafasitamab + LEN
relative to other systemic therapies, currently recommended for the
treatment of ASCT ineligible patients with R/R DLBCL, using a 1:1 Nearest-
Neighbor estimated Propensity Score-based matching method

• Tafasitamab + Lenalidomide was associated with longer OS vs systemic
therapies pooled, BR, and R-GemOx, Pola BR and R2 . A comparable OS benefit
with tafasitamab + LEN versus CAR-T without statistical significance was
observed

• Overall, results of this study show that this immunomodulatory regimen may
improve outcomes compared with NCCN/ESMO-recommended therapies used
in routine clinical care for the treatment of R/R DLBCL



Grazie per l’attenzione


