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The objective of response evaluation criteria in solid tumo-
urs is to assess the reaction of cancer lesions to the applied 
treatment. Categorisation of the response to oncological tre-
atment was proposed for the first time by the WHO in 1981 
[1], however, over the subsequent two decades, no detailed 
or generally accepted guidelines were actually established. 
It was only in the mid-1990s that work on the standardisation 
of treatment response criteria began, and, in 2000, the first 
version of RECIST criteria was published [2]. The criteria were 
soon accepted by international regulatory agencies, such as 
the FDA or EMA. In 2009 the criteria were updated, making 
up RECIST 1.1 [3]; this version, with only some modifications 
connected with the introduction of immunotherapy [4], has 
defined the standards of objective evaluation of treatment 
response in oncology until today. In 2014 Nowotwory. Journal 
of Oncology published a paper introducing the RECIST 1.1 
evaluation criteria to Polish readers [5].

The core issue that all oncologists must remember is the fact 
that RECIST criteria cannot assess whether patients will objectively 
benefit from treatment; instead it can verify if there was an objec-
tive reduction of the cancer stage in the cases of these patients. 
Thus, RECIST criteria, though very useful for the evaluation and 
comparison of new medication and treatment strategies with 
the standard ones, should not be the only decision criterion in 
oncological practice. What is more, in some cases such a means 
of treatment could turn out to be adverse for patients. 

One can imagine a situation in which a patient with 
a massive and symptomatic cancer dissemination into the 

visceral organs, receives systemic treatment which allows for 
a clear imagining and clinical response within all the meta-
static lesions. However, after a few months of disease control 
in the visceral organs, two new metastases appear in the 
bone system. In accordance with  RECIST criteria, this means 
disease progression. Does it mean, though, that in a patient 
with a very good and permanent clinical response (symptom 
resolution, improvement of organ efficiency),  effective sys-
temic treatment must be discontinued because of two new 
asymptomatic lesions appearing? The answer is – no. Systemic 
treatment must be maintained as it comprehensively controls 
the disease whilst the introduction of local treatment must be 
taken into consideration, e.g. stereotactic radiotherapy which 
can get rid of asymptomatic progression in the bones. Such 
situations are quite frequent in clinical practice. This confirms 
only that the possibility of response evaluation according to 
RECIST criteria does not exempt oncologists from thinking 
and  treating the  patient’s wellbeing, and not  the size or 
number of cancer lesions, as the priority. 

Drug programmes which we have at our disposal were cre-
ated on the basis of clinical trial protocols so as to maximise the 
probability of reaching therapeutic effect compliant with the 
results of registration studies for a specific therapy. This is why 
many patients who do not meet the strictly defined inclusion 
criteria may not have access to new treatment methods. At the 
same time, following the study protocols is necessary for the 
reimbursement of extremely costly specific therapies. Quali-
fication and treatment within the drug programmes requires 
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a good knowledge and interpretation of these provisions. This 
is to ensure that the chances of inclusion into the programmes 
of the patients who meet the detailed requirements of the 
payer can be increased. 

The Polish Society of Clinical Oncology, in collaboration 
with marketing authorisation holders, carried out a number of 
courses and online conferences concerning drug programmes, 
regularly answering questions from doctors about the me-
thods of interpretation of specific provisions in the regulations. 
The objective is to increase the chances of oncological patients 
in Poland getting access to the most novel strategies of syste-
mic treatment which may potentially improve their prognoses. 
Thanks to this process, doubts concerning qualifications to the 
drug programmes without the changes measurable according 
to RECIST 1.1 criteria were finally resolved. At the same time, it 
was explained that the lesions which can be assessed are all 
the lesions (both target and non-target) visible in the imaging 
diagnostics which can be monitored both with regards to their 
size and also their number and morphology.  

To sum up, it must be emphasised  that RECIST criteria are 
of key importance first of all in clinical studies and, in some 
respect, also in the monitoring of patients treated within the 
drug programmes. In clinical practice in turn, they make up an 
additional source of information about the activity of various 
oncological therapies. They should not, however, exempt on-
cologists from clinical diligence and from ensuring the patient’s 
wellbeing is the central point of the decision-making process. 

Such an attitude is necessary for obtaining the best possible 
effect of the systemic oncological treatment applied – irrespec-
tive of whether it is carried out within the drug programmes 
or the therapy available in the catalogue.
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