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Developing experimental models of integrative healthcare
is 1 of the 6 research priorities in the roadmap for CAM [1, 2]
clinical research in Europe setup by the CAMbrella project
(FP7 HEALTH 2009, GA No. 241951). The term ‘complex’ in
the title of this editorial refers to both the innovation repre-
sented by the introduction of CAM modalities and approaches
in conventional healthcare routines and the path (strategies
and course) to be covered in order to achieve that goal.

In Emilia Romagna (a north-eastern Italian region with a
resident population of 4.46 million) where the health system
has the dual statutory task of providing healthcare and doing
research, the regional government policy regarding CAM has
been inspired by the principle of considering CAM interven-
tions as possible innovations to be integrated in the normal
prevention and care pathways after an experimental phase of
use and the consequent evaluation of impact.

In other Italian regions different policies regarding CAM
have been promoted, variously positioned between 2 extreme
radical political choices: ignoring the phenomenon of large
CAM use within the population and entirely leaving it to the
private sector (CAM available only for people who can pay for
it, outside the regional health system (RHS)), or including a
number of CAM modalities in the RHS, free of cost or at an
accessible cost, with dedicated service, structure, and staff as
any other conventional specialty. The first approach inevitably
generates or confirms an inequality as it devolves CAM to the
market as the main regulator; in this way CAMs remain a so-
cial phenomenon with high cultural and economic impact, but
limited interactions/interrelation with conventional medicine.
The second approach entails an equitable, but blind, offer of
various CAMs (starting from acupuncture, homeopathy, and
phytotherapy) without or before a rational evaluation of their
impact on citizens’ health, and puts considerable public re-
sources into consolidating structures, practices, and expecta-
tions that could be difficult to reform in case of observed low,

null, or negative impact on citizens’ health. The third (experi-
mental) way, chosen by the government of the Emilia Ro-
magna Region, seems to be a more rational policy, able, at least
in theory, to avoid the risk (implied in both of the above men-
tioned approaches) of reducing healthcare from a right to a
commodity [3], and to respect the basic principles of the RHS,
i.e. equity, accessibility, and sustainability. On the other hand,
the implementation of this policy requires facing a number of
complicated issues.

In fact, in order to be included in the system, an ideal ‘new’
intervention/approach should be safe, effective, feasible and
generalizable within the RHS clinical settings, accepted by pa-
tients and health professionals, and sustainable in terms of
costs. At present, this amount of information is available only
for few CAM treatments/approaches, and scarce resources are
available for realizing good quality clinical research in this
field. In other words, the RHS would need to select the innova-
tions to be integrated in the routine healthcare, but, in the
CAM field, selection is biased by the scarce quantity and qual-
ity of the available evidence.

Another difficulty is the need for mixed methods research
for promoting and evaluating the integration process. In fact,
integration cannot suddenly happen because of an administra-
tive decision, as it is and should be conceived as ‘an individual
and societal process of change, which develops in the mind and
behavior of patients, providers and other stakeholders in dif-
ferent contexts of care’[4]. From this point of view, integrative
healthcare, rather than a pre-defined entity, is an objective to
be pursued in an experimental way, through the setup and
evaluation of models.

What is a model of integrative healthcare? The following
definition has been adopted in 2012 by the Observatory
on Unconventional Medicines of Emilia Romagna Region
(OMncER; a board of experts of conventional and unconven-
tional medicine nominated by the regional government in
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Table 1. Set of methods available for researching models of integrative healthcare

Evaluation of

Suitable research methods

Effectiveness

comparative effectiveness studies (pre-post case series, pragmatic RCT, comparison

between services, etc.)

Safety
Patients’ and providers’ knowledge, motivations,
preferences, attitudes

large observational studies
quantitative methods (surveys or interviews with questionnaire)
qualitative research methods (case reports, narrations, interviews, focus group,

Delphi process, consensus conference, etc.)

Cultural and operational difficulties of the
integration process

qualitative research methods (see above, in particular: focus group)
health services research (survey)

methods for promoting change (action research, participatory research)
quality improvement (audit)

Economic issues

costs observation, services comparison, cost-effectiveness studies

order to support the implementation of the regional policy
regarding CAM) in order to describe the research topic of
the 3rd Unconventional Medicines Experimental Program of
Emilia Romagna Region: ‘A model of integrative healthcare is
a potentially generalizable organizational modality of interac-
tion between providers, between services, and between provid-
ers and services, resulting in the coordinated supply of conven-
tional and unconventional (CAM) treatments/procedures ap-
propriate for prevention and/or care of a specific health condi-
tion. The model of integrated healthcare can include single
treatments or packages of treatments in the routine diagnostic
and care pathways; it has to be developed as a research project
and evaluated on the basis of pre-planned quantitative and
qualitative outcomes’ [5].

In simpler words, a model of integrative healthcare should
set up the prevention and care pathways offered to the pa-
tients who face a particular health problem; the key concepts
in the above definition are: interaction, coordination, potential
generalizability, and experimental approach. 2 points must be
underlined: first, the main focus of the integration process is
the patient and his/her health condition, not the promotion or
evaluation of 1 or more CAM modalities; second, research on
integrative healthcare models is a complex matter that re-
quires complex methods.

The set of methods needed for studying models of integra-
tive healthcare has been discussed by the OMncER and is re-
ported in table 1. This table is included in a policy document
written and approved by the OMncER in December 2011 and
available (in Italian) online [6]. It can be noticed that, beside
quantitative research methods frequently employed in medi-
cine, methods more common in humanistic studies (qualitative
research) and methods to reach consensus and implementing
changes are also included.

The inventory of methodological tools included in table 1
can help to choose the most suitable for different research
questions. The resulting body of knowledge should include and
allow to evaluate what we must not lose on the way doing re-
search, i.e. the strong and innovative points of CAM, able to
favor the change to a better healthcare for all; understanding of
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the patient as an inseparable mind-body unity; individualized
approach; focus on ‘salutogenesis’ (health production and con-
servation) beside and beyond diseases’ treatment; attention to
patient’s preferences and to cultural and context factors; com-
plexity of any intervention, never to be seen as only technical.

Following the addresses of its policy document, in 2012 the
OMncER worked intensively setting up the III CAM Experi-
mental Program, by prioritizing the clinical conditions on
which to develop experimental models of integrated care; se-
lecting the CAM treatments/modalities worth including in
such models on the basis of their considerable amount of evi-
dences of safety and effectiveness; and identifying other CAM
treatments/modalities with interesting preliminary data or
other features (e.g., high prevalence of use) that make them
worth studying as well.

In particular, 3 OMncER work groups (chronic non-cancer
pain, patients with cancer, women’s health) selected the core
research topics of the 3rd Regional Experimental Program, us-
ing 4 main criteria: relevance and prevalence of the health
problem, availability of safe and effective CAM interventions
for that health problem, experience accumulated in the still on-
going 2nd CAM Regional Experimental Program, and feasibil-
ity in the RHS of Emilia Romagna. The selected core research
topics are about the ‘setup and evaluation of models of integra-
tive healthcare for: — treatment of chronic non-cancer pain
(particularly headache and low back pain) by Acupuncture; —
support and treatment of labor pain by Acupressure; — quality
of life and prevention of adverse effects of conventional treat-
ments by Viscum Album in patients with cancer’. It must be
underlined that acupuncture, acupressure, and V. album will be
the ‘pillars’ of the respective projects because of the relative
solidity of the available evidences in literature, but also other
CAM treatments, less proven but, for example, highly preva-
lent, can be studied as ‘satellites’ of the main project.

After the call for participation in May 2013, the interested
RHS Local Healthcare Units nominated the competent clini-
cians/researchers in charge for participating in 3 working
groups that will be in charge of the project protocols; the
OMncER will coordinate, support, and supervise the process.
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Table 2. Promoting and misleading attitudes and behaviors along the path toward integrative healthcare

Stakeholders Attitudes and behaviors
promoting (accelerating) misleading (slowing)
Citizens/patients active request of safe, effective and ‘holistic’ ideological approach, dependence,

alternative/complementary approaches

Health professionals (conventional and
CAM)
Health services’ managers

patient-centered approach, availability of
discussion and contamination

flexibility in the use of the available resources

misinformation

paternalism, self-referentiality, urge of
legitimation, lack of interest for research
‘flagship’ policy

(including human resources)

Evaluators (ethics committees) curiosity
Educational institutions (CAM schools,
universities)

Health policy makers

contribution to (and influence on) general
cultural debate on integrative healthcare

research-based strategy for integration

prejudice (misinformation)

scarce commitment in education and
promotion of CAM clinical research
lack of continuity, limited investment

The 3 working groups met in June 2013 and started to work on
the projects that will be financed by the government of Emilia
Romagna Region, and implemented by regional research net-
works of local health units, after the approval of the competent
ethics committees. It is expected that representatives of all rel-
evant stakeholders (including patients and RHS executives)
will revise and contribute to the protocols.

As stated at the very beginning of this editorial, and as can
be gathered from the description above, the involvement of a
RHS in an experimental program aimed to setup, implement,
and evaluate the impact of integrative healthcare models is a
complicated issue. Despite the fact that the process in Emilia
Romagna is still in a very initial phase, a number of strengths
and fragilities of such an institutional approach are already
evident and can be highlighted.

Points of Strength

It is a rational, prudent and transparent approach, which
tries to translate research into clinical practice as well as gen-
eralize the best available evidence, and promotes dialogue and
collaboration between health professionals with different
medical cultures and background in a framework of pragmat-
ic, patient-centered, and independent (publicly funded) re-
search. The peer dignity of all actors on the scene and the insti-
tutional legitimation give solidity to the whole process which
occurs in the ‘real world’” and not in artificial settings.
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Points of Fragility

This ‘consensus-based” approach is inevitably slow; despite
formally independent (institutionally promoted, transparently
funded, conflict of interests-free), it is exposed to the pressures
of both favorable and adverse lobbies or individuals inside and
outside of the RHS; political changes, such as elections or
changes in staff (quite frequent in the RHS), can waste the
work done or hamper the work in course; the present econom-
ic crisis limits the already scarce available funds; but for sure,
the main difficulty is that health professionals fully and heavily
engaged in clinical work have difficulties in finding time for
conducting good quality clinical research.

The only way to face and overcome these fragilities is to sus-
tain the entire process with a strong and efficient centralized
regional infrastructure that provides methodological support,
accurate supervision and monitoring as well as continuous edu-
cation and information for all interested parties (citizens/pa-
tients and health professionals). Table 2 describes a number of
promoting and misleading attitudes and behaviors of the main
stakeholders along the path toward integrative healthcare.

Looking at this (surely incomplete) list, it is self-evident
that, without a determined and balanced cultural initiative of
education and information, the chances of success of such a
complex enterprise as research on models of integrative
healthcare are limited.
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