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Background

Within a research program on the development of criteria of appropriate use of FDG-PET in oncology, carried out by the regional
Health Agency of Emilia-Romagna in Italy, we adopted:

- a “consequentialist” approach to test’s evaluation (Bossuyt 2010)

- logic and principles of the GRADE approach, developed by the GRADE Group for diagnostic tests (Schunemann 2008) to
manage absence of evidence on clinical outcomes.

Two multidisciplinary panes of 39 regional experts were convened to agree on criteria of appropriate use of FDG-PET.

An analytic framework (Figure 1 and 2) was provided to aid process of consensus and resolution of disagreement.

The RAND/UCLA Method of Appropriateness voting procedure was used to formally register agreement on criteria of
appropriateness.

Figure 2. Decision-tree for trade-off between harms and benefits
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Figure 1. The analytic framework

Definition of appropriateness : Outcomes trade-off

e an initial diagnosis and therapeutic approach following
the initial diagnosis;

 the capacity of the new test to modify the initial
diagnosis;

 the subsequent change in the therapeutic approach;

e the clinical benefit expected from the change in the
therapeutic approach endorsed by test results.
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Objectives Methods

- to establish whether the panels fully applied the proposed analytic framework when 1. the application of the analytic framework was assessed by comparing expected and observed votes on

expressing judgement on appropriateness; appropriateness;

- to investigate discrepancies; 2. descriptive statistics of results were analysed to identify possible patterns of discrepancy

- To investigate possible sources of persistent disagreement among panelists 3. a focus on disagreement among panelists was carried out to see whether persisting disagreement was due to:
a. lack of shift in opinion, detected by individuals’ voting behaviour in first and second voting round;

nossible “corporative behavior”;

nossible influence of new comers (panelist present only at second voting round);

prevalence of strong disagreement in first voting round.
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Results

Overall results of the process
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» 51.2% (22/43) resolved In first round,;
» 23.2% (10/43) resolved in second round,;
» 25.6% (11/43) persistent disagreement.
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3b. Was disagreement due to possible corporative
behavior?

No: we didn’t identify any particular corporative behavior.

Disagreement: proportion of vote change between 1* and 2"
round in each professional (112 votes)
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Agreement: proportion of vote change between 1% and 2" round
in each professional (129 votes)
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3c. Was disagreement determined
by new comers (panelist present
only at 2° round vote)?

No: nhew comers have never determined
final disagreement (two examples below).
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We looked at the distribution of disagreement with respect to neoplasm, diagnostic role of the test, position of the test and
level of evidence, but we found no interesting associations.

3d. Was final disagreement
due to difference in the
strength of disagreement
after 1° round?

No: incidence of strong
disagreement (as defined in
RAND/UCLA methodology) is
similar between resolved and
unresolved scenarios.
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The analytic framework used in the regional Health Agency of Emilia-Romagna research program was very complex. It entailed a multi-dimension definition of appropriateness of a diagnostic test, based on the test’s

capacity to modify the initial diagnosis and to induce a change in management resulting in clinical benefits. This approach was presented to, and accepted by our regional experts. However, by introducing a formal voting

procedure, we sought confirmation that the approach would be applied in practice and not just accepted in principle. A 70% convergence between expected and observed appropriateness shows that the framework was in

fact applied by panelists . Divergence from expected appro

oriateness was mainly due to persistent disagreement among panelists. We haven't identified “exogenous” causes for disagreement, such as rigidity in panelist

opinion, corporative behavior, effects of new comers, and strength of initial disagreement. Persistent disagreement was probably due to elements inherent to the clinical scenarios (for example disagreement over treatment

effectiveness or strength of rationale) but the small number of instances did not allow further investigations in this direction..
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