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Introduction:The signed informed Consent Form represents an absolute  requirement for voluntary 

consent to partecipation in clinical trials as it stands as the key pre-requisite for the ethical conduct 

of research and provides evidence of the subject’s consent to partecipation.  How much patients 

really understand and comprehend of the Information and Consent Forms (ICFs), has often been 

debated and readability standards  have been suggested to improve its comprehensibility.  

Methods :114 ICFs administered to oncology patients for phase II-IV  trials  in the 2007-2012 

period were examined. All ICFs had been approved by the referring Ethical Committee and were in 

use at Italian cancer centres. To determine the readability scoring of each ICF the Gulpease index 

was used. Developed in 1988 and validated for Italian,  the scale is automated in Microsoft Word 

and it is based upon two linguistic variables: the length of the word and the length of the sentence 

(mean number of words per phrase). Results range from 0 to 100, where “100” indicates the highest 

readability and “ 0” the lowest.The advisable reading score for most documents should be in the 60-

70 range.   

Results: Mean number of pages of the 114 assessable ICFs  was 10.3 (2.5 ÷ 27.5); those for 

industry funded trials (n. 47, 41.2%) are significantly longer than those for  investigator initiated 

trials (n. 67, 58.8%) with mean number of pages of 15.4 and 6.7 respectively (p<0.0005). 

Significantly higher is also the number of pages of the 

ICF is when comparing international (n.50, 43.9%) to 

national trials (n. 64, 56.1%) with mean number of 

pages of 15.1 vs 6.5 (p<0.0005). The mean  Gulpease 

Index readability score of the 114 ICDs is 41 (30÷67) 

irrespective of valuable variables. Only one consent 

form (0.87%) met the >60 desirable readability value.  

Conclusions:  ICFs for cancer trials have poor 

readability scores and seem far too complex and long  

to be read and  understood by an average study 

partecipant. Every effort should be made to obtain a 

truly informed consent assessing the ICF readability 

prior to study activation.  

 

 

 


