
Hands on…
Using the visit-level data provided in the following result table, determine the Best 
Overall Response (BOR) for each response framework.

What to Do
1.Examine the table row by row in chronological order.
2.Identify baseline, nadir, and progression points.
3.Assign a visit-level response for each framework at each visit.
4.From those visit-level calls, decide the Best Overall Response (BOR) for each 
framework.

Solution:

1.   What is RECIST? 
The Response Evaluation Criteria in Solid Tumors (RECIST) is a standardized framework for 
assessing tumor response to treatment in clinical trials. It provides objective criteria for defining 
measurable disease and categorizing treatment response as Complete Response (CR), Partial
Response (PR), Stable Disease (SD), Progressive Disease (PD), or Not Evaluable (NE).
In 2009, the RECIST Working Group published a revised version of the guideline, RECIST version
1.1 (RECIST v1.1). This update introduced several key modifications:
• Reduced the maximum number of target lesions to five in total, with no more than two per

organ.
• Revised the measurement criteria for lymph nodes (LNs).
• Refined the definition of PD.
• Updated the guidance for selecting bone lesions and cystic lesions as target lesions.
• Incorporated the use of positron emission tomography (PET) findings to support the 

assessment of tumor progression. 
RECIST v1.1 remains the predominant standard for objective tumor response assessment in 
oncology clinical trials and is widely applied in both research and regulatory contexts.

References

But wait, there’s more: When RECIST 1.1
 is not enough

Anny Olivares -  anny.olivares@chestos.de 
Chrestos GmbH, Essen Germany

RECIST V1.1

• Maximum number of target lesions: 5 in total, with no more than 2 per organ.
• Measurable lesions: ≥10 mm (non-nodal), nodes measurable if ≥15 mm short 

axis and considered normal if <10 mm.
• PR: ≥30% decrease vs baseline.
• PD: ≥20% increase vs nadir and ≥5 mm absolute increase. 
• Non-target or new lesions can define PD if unequivocal progression.

iRECIST
Uses same lesion rules and thresholds as RECIST 
• initial PD is classified as iUPD (immune-unconfirmed PD.
• Requires confirmation at 4–8 weeks; further progression confirms iCPD 

(immune-confirmed PD).

mRECIST

Focuses on viable tumor only, defined as arterially enhancing portion
• Measured as enhancing Sum of Longest Diameters (eSLD).
• Applies the same percentage change thresholds as RECIST (e.g., PR ≥30% 

decrease vs baseline; PD ≥20% increase vs nadir +5 mm) but restricted to the 
viable component.

If RECIST assess the change of 
tumor size… then size is all 

that it matters? 
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Visit (Date) RECIST v1.1 Assessment iRECIST Assessment mRECIST Assessment
Baseline Target-lesion sum: 50 mm (baseline) – Viable tumor sum: 50 mm
Visit 1(05 Feb 2025) Target-lesion sum decreased to 34 mm(−32% from baseline), meeting PR. Mirrors RECIST: iPR. Viable tumor sum decreased to 20 mm, meeting PR.
Visit 2(20 Mar 2025) Target-lesion sum increased to 43 mm, representing a ≥20% increase from 

nadir (34 mm) and ≥5 mm absolute growth, fulfilling PD.
Classified as iUPD because progression requires confirmation on a 
subsequent scan.

Viable tumor sum remained at 24 mm (−40% from baseline), 
maintaining a PR.

Visit 3(17 Apr 2025) Target-lesion sum improved to 35 mm (−30% from baseline), sustaining a PR. Due to renewed tumor shrinkage, immune assessment resets to iPR. Viable tumor sum reached 0 mm, indicating CR.
Visit 4(15 May 2025) A new lesion was detected and target-lesion sum increased to 46 mm. The 

appearance of a new lesion defines PD.
Presence of a new lesion is recorded as iUPD, pending confirmation 4–8 
weeks later.

The new lesion also defines PD.
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