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Background: Assessing how complex a trial is and how it will impact on the site workload is an 

interesting aspect of clinical trials. Aim of the present abstract was to assess the feasibility of the 

OPAL scale in Italian cancer centres and determine the burden of workload involved. 

 

Materials And Methods: The OPAL tool, developed by the Ontario Institute for Cancer Research, 

is a standard rating scale to determine the workload involved in a clinical trial protocol.  

28 Italian Clinical Research Coordinators 

(CRCs) were asked to independently assign 

a score (Table 1) to 20 selected protocols 

representative of different therapeutic 

settings, study phases and designs.  

Participants were also asked to determine 

their workload, therefore the clinical trial 

protocols they managed at their sites were 

rated with OPAL and burden of workload 

was calculated.  

 

Results: Participants assessed the 20 

protocols and assigned a score from 1 to 8 

according to trials’complexity. Their ratings 

were homogeneously uniform, with no 

significant variability among the scores, 

proving that the scale is consistent and its 

use, feasible.  Median workload for the 

participating CRCs was 434, which is far 

higher than the 200 figure recommended by 

the developers of the OPAL rating tool, 

suggesting that an excessive burden might                                             

 be placed onto Italian site staff. Moreover, 

the OPAL score does not account for coordinating other satellite sites and providing central data 

management expertise (as seeking IRB approval, managing central randomization,  etc) which 

represent a major task for some of the interviewed cancer centres. CRCs were also asked to provide 

estimate of the per patient grant for each rating level, thus exploiting the rating scale to calibrate the 

financial implications and resources required to conduct clinical trials. 

 

Protocol design OPAL Score 

Non treatment trial. Single-contact 

events include quality of life, 
survey, blood samples etc. 

Score = 1 

Single contact 

Non treatment trial.  Multiple 

contact events include quality of 

life, survey, blood samples etc. 

Score = 2 

Multiple contact 

In house investigator initiated 
trials, imaging and exercise studies 

Score = 3 

Phase II/II/IV interventional, non drug 

A treatment trial, phase II, III or 

IV. This includes any SP and/or 
CP with one occurrence. 

Score = 4 

Single Special Procedure (SP) and/or 

Single Central Process (CP). 

A treatment trial, phase II, III or 

IV. This includes any SP/CP with 

two or more occurrences. 

Score = 5 

Multiple SP or multiple CP. 

A treatment trial, phase II, III or 

IV. This includes any SP/CP with 
one occurrence and any SP/CP 

with two or more occurrences. 

Score = 6 

Single SP + multiple CP or single CP 

+ multiple SP. 

A treatment trial, phase II, III or 

IV. This includes any SP with two 
or more occurrences and CP with 

two or more occurrences. 

Score = 7 

Multiple SP + multiple CP 

Any phase I trial. 
Score = 8 

Phase I. 

                                                                           Table 1 



Conclusions: The OPAL rating tool is manageable for capturing workload complexity and organise 

human resource need with regard to workload distribution among CRCs within the department. 

Furthermore, it can be useful to determine patients’ grants adequacy in relation to trial complexity, 

number and frequency of special procedures or central processes. Further studies into the workload 

involved in clinical trials, the development of an objective method of quantifying clinical trials 

activity and their financial implications are warranted. 


