
1

1 Sergio Coccheri, Professor of  Cardiovascular Diseases (Angiology), University of  Bologna School of  Medicine, Bologna, Italy.
2 Center for Cardiovascular Diseases, Bologna, Italy.

VAS European Book on Angiology/Vascular Medicine
ISBN 978-88-255-1052-2
DOI 104399/978882551052291
pag. 1–12 (giugno 2018)

Preliminary notes and remarks for preparation of  a Code  

of  Ethics for Health supporting Foundations 

Sergio Coccheri1

Donatella Orlando2

Foreward

The following considerations aim to discuss a 
number important ethical issues that emerge 
in the preparation of  a Code of  Ethics for As-
sociations or Foundations dealing with prob-
lems related to human health, with special 
regard to Vascular Disease.

This article does not cover all possible is-
sues appropriate for a Code of  Ethics. More-
over, the opinions and suggestions expressed 
here do not necessary reflect the position of  
any particular Foundation.

Concepts and statements reported in this 
article only reflect opinions and choices of  
the Authors.

However, Authors recognize the inspira-
tion received from VAS as essential for our 
approach to this work.

Vision

1. Our main interest is directed to Vascu-
lar Disease (including Cardio- and Cere-
bro-vascular) as the major cause of  mor-
tality and disability in the developed world.

2. We however recognize the outstanding 
role of  continuous general medical edu-
cation.  

3. We believe in the primacy of  evidence 
based biomedical and clinical research 
as the best generator of  medical knowl-
edge and its translation to prevention 
and therapy of  Vascular Disease.

4. In general we believe in a dynamic con-
cept of  scientific and medical knowl-
edge, that can never be ultimate (even 
if  evidence based), since it may ever 
undergo revision, adaptation, reposi-
tioning, and sometimes overturning by 
more advanced and comprehensive ev-
idences.

5. However, we call for tolerance of  some 
complementary cures as possible tools 
for improving quality of  life, provid-
ed they are not alternative to evidence 
based therapies.

6. We strongly support the concept of  free-
dom and responsibility of  scientists and 
doctors but also of  patients, as of  any 
human being involved in the medical re-
lationship.

7. We highly value communication and 
collaboration with any person in need 
of  prevention or therapy, based on in-
formed consent. The aim of  “sharing” 
clinical decisions should however never 
transfer responsibility of  care from  doc-
tor to  patient.
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8. Finally, we also consider science (and in 
particular medicine), as a potent tool for 
pursuing understanding and collabora-
tion among people of  different age, eth-
nicity, culture, sex, gender, religion and 
socio-economic status.

Mission 

The Mission of  a Vascular Foundation, based 
on the above vision can be summarized as 
follows:

•	 Actions concerning advanced teaching 
and training in Vascular medicine to Med-
ical and Technical graduates in Europe, 
aimed at forming experts in Vascular 
Medicine and related subjects.

•	 Actions directed to validation of  ca-
reer-oriented degrees (master degree, vas-
cular specialty, vascular technicians, etc).

•	 Actions directed to fostering general 
medical education, in order to prevent hy-
per-technological fragmentation of  med-
ical skills and consequent detachment 
from the patient as a global human being.

•	 Support to European activities in the field 
of  Angiology/Vascular Medicine, and 
specifically for the European Training 
Centers Accreditation, and for the Euro-
pean Exams.

•	 Authors encouraging prevention and ear-
ly diagnosis also by promoting population 
awareness on vascular diseases and on 
healthy lifestyle.

•	 Actions directed to stimulate independent 
research as main choice of   the Founda-
tion.

•	 Actions aimed at defining and regulating 
“conflicts of  interests” (COI) both eco-
nomic and intellectual, and at enforcing 
corrective measures (disclosure, etc).

•	 Aim at supporting the development of  
clinical research, delivering clear concepts 

especially about randomized controlled 
trials (RCT), observational studies, and 
registries.

•	 Consideration of  some  ethical problems 
of  RCT, as recruiting, blinding,  randomi-
zation, correct adjudication of  events, and 
presentation of  results.

•	 Intention to better define the route from 
the “informed consent” towards manage-
ment choices “shared” with the patient.

•	 Re-consideration of   the role of  statistics 
in planning and design of  studies, as well 
as use and misuse of  meta-trials and me-
ta-analyses. 

•	 Actions to suitably present and commu-
nicate probabilistic values and statistical 
data to patients and media, in order to 
avoid misunderstanding and distortion of  
data.

•	 Consideration of  the cultural versus the 
practical role of  guidelines and protocols, 
and their relationship with medical re-
sponsibility.

•	 Emphasizing the problems of  informa-
tion and communication: from doctors 
to the general population, and doctors to 
patients, media, health policy-makers and 
administrators.

•	 Networking with Institution, Associa-
tions and Scientific Societies with clearly 
defined goals, respecting mutual rules, 
and avoiding overlaps.

Some of  these points are discussed in de-
tail in the following pages.

Considerations on Conflicts of interest

We adopt with small changes the definition 
of  “conflict of  interests” proposed by the 
U.S. Institute of  Medicine in 2009. “Conflict 
of interest (COI) occurs when a set of cir-
cumstances creates a risk that professional 
judgement and actions regarding a prima-
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ry interest will be unduly influenced by a 
secondary interest”  (1).

A conflict of  interest may be either eco-
nomic, (as for consultancies, fees, grants, 
gifts etc), or intellectual, as due to influences 
by factors as previous personal research; eth-
ical, religious or political beliefs,  affiliation 
to a certain school of  thought, prevalence of  
career objective defense of  personal/family 
social role, and others.

Thus, although most emerging conflicts 
of  interest are of  the pecuniary type, we 
should remind that economic interference is 
not the only form of  COI, that should always 
be considered in a wider context.

We defend the principle that collabora-
tion with pharmaceutical or medical device 
industry must not be considered “per se” 
detrimental (2). These relations might in fact 
produce not only negative, but also positive 
effects. The independent scientist may exert 
a beneficial influence on the counterpart 
(scientific or non-scientific) from the indus-
try, thus positively influencing industrial de-
cisions with advantages for the community 
(3).  The scientist working in the industry 
may transfer to his independent counterpart 
a clearer vision of  the degree of  usefulness of  
scientific data in the real world.

Although this positive interaction occurs 
quite often, there exist a number of  cases in 
which a merely commercial attitude can pre-
vail, influencing most choices, as for instance 
choice of  the background literature, design, 
plan of  patient enrollment and selection, ad-
judication of  endpoints, statistical evaluation, 
and sometimes even inducing withdrawal of  
negative results or advantageous alteration of  
their mode of  expression and communication.

Should we then consider “a priori” that 
studies with exclusive or prevailing industri-
al support are of  no value, presuming Au-
thors to be usually biased because of  COI? 
We do not adhere to this sort of  “culture of  
suspicion”.

Indeed, we do not support extreme posi-
tions, as for instance the claims that preten-
sion reputation Journals should deny pub-
lication to studies entirely financed by the 
Industry (4). 

We rather adhere to a more moderate at-
titude, favoring free judgement  case by case 
(5,6), but at the same time enforcing strict 
criteria to evaluate validity, consistency, reli-
ability and transparency of  results.

An obsessive search for bias due to COI 
should be avoided:  this behavior would in-
crease the attitude that makes any relation 
with the industry, to be “per se” a proof  that a 
scientific fraud is perpetrated “over the life of  
the sick” (7). The “anti-industrial prejudice” 
is highly noxious not only because it hampers 
development of  new discoveries, but also be-
cause it may deviate thousands of  patients 
towards “alternative” or “natural” therapies 
that have no scientific validation.

Disclosure of  COIs is an accepted practice 
that has our approval. Disclosure is indeed 
essential, although with some important lim-
itations. In fact, although not accepting the 
definition of  disclosure as a hypocritical prac-
tice (8), we should consider that this proce-
dure may induce a false sense of  relief,  and 
may “thwart the principle that a work should 
be judged solely on his merits”, thus deviat-
ing  attention from the scientific quality of  
the study, and creating an “attribute substitu-
tion” (8). 

Being conscious of  this debate, we main-
tain that disclosure of  competing interests, 
although being a procedure far from perfec-
tion, remains a sound and important prac-
tice: it is not a panacea for preventing COI, 
but certainly is a useful tool for limiting its 
effects.

However, while we confirm our prefer-
ence for independent studies, when confront-
ed with studies by Authors with probable COI 
we should try to go beyond disclosure, asking 
to experts to deeply evaluate the quality of  
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the study. Finally, we share in fact the conclu-
sions of  the “Consulta Cardiovascolare” (9), 
that all researchers, independently upon 
their relations with industry, should have 
access and participation in any occasion 
of official scientific discussion, with equal 
dignity as those who do not have such re-
lations. In fact, absence of  relations with in-
dustry is not always due to personal choice, 
but sometimes also to lack of  opportunities. 

Experts having steady or repeated con-
tracts with industry should however not be 
attributed a leading or decisional role when 
essential (e.g. economic) problems related to 
drugs are discussed. This limitation is even 
more important when such experts are called 
to participate in committees producing guide-
lines or local protocols of  medical practice.

Considerations on Ethical Problems in Bi-
omedical and Clinical Studies

Our attitude towards biomedical and clinical 
research in the vascular field is partly speci-
fied in the previous chapters. In fact, a Vas-
cular Foundation should “Identify, promote 
and organize European research projects in 
the vascular field independently from any 
economic interest”. However, in special con-
ditions, participation in trials supported, in 
different forms, by public/private co-financ-
ing should not be excluded. Requesting and 
obtaining a patent for the Foundation when 
justified and appropriate is also not exclud-
ed. The constitution of  National or Regional 
Agencies for Independent Research would 
establish an ideal counterpart favoring imple-
mentation of  the above aims.

Biomedical investigations and animal experimen-
tation

A Foundation should be willing to offer free 
consultancy and, if  necessary, assistance to 

any investigator, for planning and  design of  
studies and validation of  their results, after 
careful evaluation of  the scientific and social 
value of  the study.

A particular aspect of  bio-medical, 
pre-clinical research is the debate about law-
fulness of  animal experimentation. The prin-
ciples that forbid any gratuitous mishandling 
and violence towards animals should be ac-
cepted, but without accepting to attempts at 
demonizing and ban the practice of  animal 
experimentation when justified and needed. 
In fact animal experimentation remains, at 
this time, an essential step in the evaluation 
of  new drugs and innovative devices or pro-
cedures, prior to testing them in humans. 
Although not under-evaluating the inter-spe-
cies differences, we maintain that testing in a 
complex organism cannot at the present time 
be substituted by any cellular or bio-molecu-
lar experimentation. Full attention must be 
given to respect of  the current rules and laws 
about the due limits of  animal experimenta-
tion and this should be openly declared in the 
protocol.

Clinical Investigations

A Vascular Foundation should be ready to 
promote and culturally support clinical inves-
tigations, and mainly registries of  patients, 
observational studies, and randomized clin-
ical trials (RCT). Among the above, special 
attention is given to the development of  reg-
istries as representative of  the “real world” 
conditions.

Registries of  patients (RP)

The Foundation accept the principles and 
statements of  the “Consulta delle Società 
Scientifiche per il Rischio Vascolare” (CCSV) 
(10), that can be summarized as follows:

A Registry of Patients (RP) consists in a 
progressive collection of patients belong-
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ing to a specific patient population, de-
fined according to a particular disease, or 
risk factor(s), or treatment. 

RP patients are relatively unselected, 
thus reproducing as much is possible the fea-
tures of  the disease or of  the treatment, as 
occurring in real life. Generally, RPs collect 
information without influencing in any way 
therapeutic choices that are decided by the 
responsible doctor rather than by the RP pro-
moters.  

RPs can be defined “cohort studies” if  
they collect a population of  patients accord-
ing to a certain property or condition as ob-
ject of  study, and measure along time prede-
fined events or complications. The inclusion 
of  a control group is desirable in any type 
of  registry or derived observational study, 
and the evaluation of  the different outcomes 
should when possible be prospective rather 
than retrospective.

Phase IV post-marketing studies differ 
from registry studies as being finalized to the 
evaluation of   “on field” evaluation of  use, 
advantages and side effects of  a drug or de-
vice recently introduced in clinical practice. 

RPs and observational studies have a lim-
ited number of  ethical problems, as privacy, 
and utilization of  personal data for goals ex-
ternal to the patients. Thus, approval of  the 
RPs by an Ethical Committee and a docu-
ment of  informed consent signed by the pa-
tients are justified.

Randomized Controlled Trials (RCT)

RCTs are rightly considered the best tools  
for achieving dependable medical evidence.

However, after their first appearance in 
the fifties of  1900, RCT have been submitted 
to a continuing debate concerning a number 
of  ethical aspects. Some early papers report-
ing reactions from reviewers and readers (11), 
had the impact of  a “bombshell”.  They were 
determinant for the establishment of  local In-

stitutional Review Boards (IRB), and adoption 
of   informed consent. Even at our days, some 
debate about ethics in RCTs is still open.

We mention here some of  the arguments 
regarding these ethical problems.
•	 Reduction of  the patient to a mere instru-

ment used to obtain better knowledge, 
although in view of  a future general ad-
vantage.

•	 In randomized double-blind studies, the 
value of  informed consent has been ques-
tioned and even denied, and a condition 
of  inferiority or discrimination of  the 
control group versus the group treated 
with the study-drug or procedure has 
been claimed (12). On this background 
some experts of  ethics suggest to adopt a 
number of  tools of  mitigation of  the eth-
ical impact of  RCT, as:

•	 A wider use of  data-bases, registries and 
observational studies as a preliminary 
background for RCTs.

•	 Immediate interruption of  the RCT as 
early as it begins to show a positive dif-
ference between the investigational and 
the control group, meaning that the equi-
poise principle is infringed.

•	 Implementation of  innovative and foun-
dational statistical approaches directed to 
overcoming some conundrums, e.g. intro-
ducing a Bayesian approach instead of  the 
more standard, and sometimes ethically 
problematic, frequentist one; or focusing 
on the limits of  the p value and suggest-
ing wider use of  the confidence interval. 
The term “adaptive trials” has been intro-
duced to define these approaches (13)

•	 Improvement of  communication with 
the patient in order to make his accept-
ance of  the study more solid.

•	 Limited use of  placebo groups, favoring  
studies with a control group submitted to 
standard therapies or procedures.

Our position can be expressed as follows:
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•	 In modern medicine, the margin of  im-
provement that can be expected from a 
new drug or procedure is small, except 
for diseases for which no cure is available. 
Thus, a difference can generally be appre-
ciated only applying rigorous statistical 
methods as randomization.

•	 Patients allocated in the control group are 
not discriminated: they will anyway re-
ceive the best available treatment accord-
ing to the current scientific knowledge. 
Only if  there is no validated cure they 
should receive a placebo.

•	 Conversely, the patient in the study group 
receives a treatment that might (hopeful-
ly) be better, but could also fail to show 
clinical superiority or be associated to 
more side-effects. Thus, the situation of  
the two groups is comparable as regards 
uncertainty.

•	 Elimination of  the placebo and adop-
tion of  the best conventional treatment 
as control group offers a good solution, 
but might in some cases affect the power 
of  the study, introducing new sources of  
variability.

•	 Less restrictive interpretation of  figures 
indicating significance is not acceptable. 
P < 0.05 is already a weak statistical and 
often non-clinical significance (14).

At any rate we support the view to po-
tentiate registries and observational studies, 
even if  we agree that RCT remain necessary 
in order to obtain dependable data of  efficacy 
in a reasonable time.

Finally, we are doubtful about the val-
ue of  too many mega-trials, because of  the 
great regulatory, geographic, social and 
lifestyle differences among Countries, that 
may affect all phases of  the trial (15). We 
recommend for RCTs of  reasonable size on 
patients selected for pre-defined character-
istics.  

New corrective tools for RCT

We observe with interest some modified 
models of  RCT in which the usual rand-
omized allocation is integrated by data orig-
inated from observational registries. These 
modified designs may lead to lower strength 
of  outcome data, but provide better protec-
tion of  patients (20).

Such “adaptive” designs are applicable 
both to exploratory and confirmatory stud-
ies. One procedure consists in making pro-
spectively planned changes to an ongoing 
study, using the information obtained by 
continuous analysis of  the results, either in 
a blinded or un-blinded manner. This meth-
odology needs high statistical skills, but may 
allow to early identify, those patients who 
will most likely benefit from the study drug 
or procedure (13).

A new concept in this area is early sharing 
of data with other researchers, medical prac-
titioners, and patients organizations. By this 
procedure, clinical researchers may be able to 
identify trends, or subpopulation effects lead-
ing to changes in global treatment guidelines 
and to evaluation and replication of  clinical 
results, thus  influencing research design and 
funding, although with a number of  ethical is-
sues (21). And advantages are foreseen by the 
impending availability of  “big data”, of  which 
we can at this time imagine benefits, but also 
possible errors and surcharge of  information.

Data sharing will involve problems of  pri-
ority, consent, intellectual property, costs and 
infrastructures, that cannot be eliminated but 
only managed and mitigated (22). In order to 
avoid premature diffusion and utilization of  
trial results, control of  data sharing should be 
attributed to ad hoc boards defined as Data 
Monitoring Committees (DMC).

These and other new modifications of  
RCT may answer to future problems of  glob-
al (or globalized) health research (23).



 Preliminary notes and remarks for preparation of  a Code  of  Ethics for Health supporting Foundations 7

Meta-analyses: use and misuse

Meta-analyses and similar procedures (e.g. 
network meta-analyses) are presently very 
popular, as they allow utilization of  most 
of  the published studies including those of  
smaller dimensions that would otherwise be 
neglected. Pooling of  data is generally advan-
tageous for statistical calculations. However, 
meta-analysis is a useful procedure especial-
ly when needed and feasible. Some biases in 
meta-analyses should be recalled, as  heter-
ogeneity of  trials, publication bias, inclusion 
criteria bias, selection bias, time-related bias. 
The latter is often neglected: the results of  
similar trials can be very different according 
their timespan, due to changes in general 
health context, hygienic conditions, support-
ive treatments and nursing, dietary and life-
style modifications, that can hardly undergo 
mathematical correction (15, 24).

First requirement is to accept results of  
meta-analyses that were really needed: e.g. 
when single trials with concordant results do 
not reach significance because of  their small 
size. Meta-analysis of  very discordant trials 
should be seen more cautiously because of  
possible in-homogeneity of  trials and dilu-
tion of  results by reiteration of  data. Repeat-
ed meta-analyses based on similar trials with 
dubious or negative results are useless and 
confusing. 

In conclusion, meta-analyses should be 
encouraged when the procedure is correct-
ly indicated, applied and accomplished, but 
their results should always be considered 
with a cautious attitude.

Informed consent

We maintain that the consent of  the patient 
in particular in its official form called “in-
formed consent”, is a necessary step for any 
type of  clinical study, and is of  outmost im-
portance for randomized trials, blinded or 

un-blinded. Recently, some Authors recom-
mend that the consent should not be “pater-
nalistic”, but should  always be discussed and 
shared by the patient with his doctor. (16,17)

Information to the patients regarding 
gains and drawbacks of  the study drug or 
procedure should be full and comprehensive. 
However, true sharing would mean total (i.e. 
also scientific) understanding by the patient, 
that seems to be an impractical demand. It is 
also important to avoid a transfer of  respon-
sibility from doctor to patient. This could be 
considered as an act of  defensive medicine 
that is totally foreign to our vision.

Role of  statistics

The role of  the statisticians is essential not 
only in the evaluation and expression of  re-
sult, but also  much earlier, in building up 
plan and design, and following the develop-
ment of  the study. The mode of   expression 
of  data can make a difference for those who 
read and wish to understand and apply results 
of  trials. For instance, a patient may prefer 
to hear that his disease has a 90% probabili-
ty of  healing rather than 10% probability of  
non-surviving. The problem of  transmission 
of  statistical data, as probability and risk, to 
patients and healthy persons, has been exten-
sively treated by Kahnemann (18) who pro-
poses the concept of  “subjective probability”, 
based on personal and familial experiences, a 
concept firstly introduced by an Italian math-
ematician (De Finetti, 19).

In conclusion, transmission to patients of  
concepts of  statistical association, multiple 
causation, risk, and probability is induced a 
different task that may need the adoption of  
a new language.

Guidelines

Trials and meta-analyses are essential for the 
preparation of  guidelines. We want to stress 
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that guidelines are not cogent tools that can be 
applied to any given case of  a certain disease, 
but rather a cultural tools for the building up 
of  knowledge about a given disease. Guidelines 
offer simply a cultural background that helps 
doctors in selecting the proper management 
in most, but not necessarily in all cases. Thus, 
guidelines in fact supply the necessary back-
ground information, but their literal applica-
tion should not become a cogent duty, because 
every single case is a complex reality  by itself. In 
consequence the mere fact that a guideline has 
not been partially or totally applied in a given 
case should not per se indicate a guilty conduct 
by the doctor (25). Despite these consideration, 
adherence to guidelines is currently considered 
a cogent duty and a decisive factor for charging 
professional guilt to health professionals.

It must also be noted that guidelines in 
great part formulated from evidence based 
data and notions.

However, we recall that scientific data are 
dynamic in nature and may change  along 
time owing to different environmental and 
social factors. On the other hand, operational 
protocols issues by single institutions, only 
reflect the real conditions if  applicability of  
guidelines in a given medical setting, thus 
presenting a validity that, being only local, 
cannot be applied to larger communities (e.g. 
to the entire Nation). The so called “Good 
Clinical Practices” are even less dependable 
and variable. For these reasons, guidelines 
are commonly used to evaluate clinical re-
sponsibility and guilty behavior, although 
this use appears inappropriate.

Problems of communication and informa-
tion

Communication with patients

The first rule should be that patients must 
to be treated as human beings in full posses-

sion of  their own dignity. A relation of  parity 
without any kind of  paternalism should be es-
tablished between doctors and patients. Only 
the general medical or surgical consultant, be-
sides the family doctor, is entitled to transfer 
and “translate” to the patient clinical diagno-
sis, therapeutic choices and prognostic judge-
ment. Specialty experts should limit their re-
ports to information regarding their own area 
of  competence and observation, avoiding gen-
eral statements on diagnosis and prognosis. In 
this way, differences in definitions and options 
regarding the course of  the disease will be 
avoided, and the patient will receive consistent 
and trustworthy information.

The patient should never be deceived 
about his state, even in case of  severe prog-
nosis. However, in these circumstances it is 
recommended to give first notice of  such 
bad prognosis to a strict relative or partner, 
and plan with him/her a strategy for acting 
with consistency, delicacy and care. In case 
of  disease of  long duration and evolution it 
can be reasonable to give gradual informa-
tion according to the current stage of  the 
disease.

Specifications about duration of  residu-
al life expectancy should be avoided; in fact, 
such previsions, if  later not confirmed, may 
seriously damage the reliability of  the doctor 
and the patient’s confidence. A grain of  hope 
should always be left, as an attitude of  fight-
ing against the disease is conducive to better 
acceptance of  these pies, even if  palliative.  
All this unless the patient himself  consciously 
asks to stop fighting.

We definitely are against perseverating 
and useless treatments and respect freedom 
of  conscience in the frame of  rules and laws 
about end of  life, as in force in the different 
Countries.

Moreover, as responsible physicians, we 
always should remember that, while our ev-
idence-based drugs and treatments are cali-
brated towards preventing hard events and 
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postponing death, many severely ill patients 
ask us primarily for relief  from pain and mis-
ery, rather than for the gain of  a few days or 
even weeks of  life at any cost (26).

Communicating the risk

When informing the patient about the risk 
of  a “hard” event, doctors should remember 
that probability is a statistical abstraction, 
difficult to be understood by the majority 
of  patients. In fact, they will personalize the 
concept of  a low probability (e.g. 1%) with 
a simple self-question: and what if  that 1% 
happens to be myself ? 

Certainly, many factors may alter percep-
tion of  risk. For example, although knowing  
that cardiovascular diseases are the first kill-
ing and invalidating condition, most patients 
will continue to fear much more the risk of  
cancer, whose image is accompanied by a 
series of  episodes of  suffering, misery, thera-
peutic impotence, or aggressive and noxious 
treatments (27).

The main causes of  variability and biases 
in the individual perception of  risk have been 
extensively described by Kahnemann (18). It 
is in fact very difficult to transfer crude statis-
tical data to patients, as they very often mod-
ify interpretation of  data on the basis of  var-
ious of  emotional and experimental factors 
(concept of  subjective probability, 19). 

Sharing choices but not responsibility

For all the above and many more reasons the 
current indication to share therapeutic or 
management decisions with patients, aban-
doning what is defined as the physician’s  “pa-
ternalism”, is anyway a difficult task.  

A realistic goal is to explain as clearly as 
possible benefits and shortcomings of  any 
management choice, knowing that the pa-
tient is often more afraid of  side-effects of  
effective drugs than of  suffering due to refus-

ing drugs. Some will in fact prefer to accept 
the so called  “natural course” of  the disease.

If  the benefit clearly outweighs the short-
comings, the doctor could try to persuade 
(but not to manipulate), the patient, for in-
stance by supplying more data and examples. 
But finally, the doctor must explicitly state 
his/her therapeutic opinion and accept the 
responsibility of  a choice, which the patients 
is anyway free to refuse. In any case discuss-
ing and sharing medical choices with pa-
tients, does not mean sharing  responsibility, 
that always remains only with the doctor.

Communication between doctors and media

In the present hyper-connected world, in-
forming the media of  advances in medical 
sciences and especially in medical or surgical 
therapies is a real need, that however implies 
dangers. We remind that the medical scien-
tist should be aware that many if  our “med-
ical news” are minimal steps forward and 
that any scientific advance or even discovery 
is liable to be updated, altered, repositioned, 
and even denied by new evidence (28). This 
concept of  “temporary and tentative validi-
ty” cannot be appreciated by the media that 
ask for “new discoveries”, unequivocal state-
ments, absolute truths, “breaking news”. 
Medical scientists  and doctors from one side, 
and the media on the other side, speak  in fact 
incompatible languages. Only some journal-
ists and reporters understand these differenc-
es and try to overcome the gap (29).

We recommend therefore all caregivers to 
try making media operators understand the 
concept that science usually proceeds with 
small steps, and that any scientific advance al-
though dependable at the time, is also liable 
to dynamic modifications. Media operators 
should also be able to distinguish between hy-
potheses presented at Congresses (in which it 
may be relatively easy to read a communica-
tion), and evidence-based data from studies 
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accepted after peer review and published in 
medical journals of  high reputation.

A cautious position should be taken about 
possible misuse of  the social media of  the 
Web, often diffusing unscientific notions. In 
fact, these media practice their own special 
language and are generally loose in controls. 
At any rate, the Web is presently deeply 
changing communication between doctor 
and patient (30) and this reality should not be 
ignored, but if  possible faced with an appro-
priate language.

Communication with public health officers

Our position consists in making available to 
health officers the best updated scientific out-
comes,  clearly indicating benefits, risks and 
shortcomings of  new drugs or procedures, 
without concealing the dynamic nature of  
any scientific truth.

Among the goals of  a Foundation, the 
function of  monitoring deliberations of  
national or regional bodies, should be ful-
filled, with the aim to ensure their adher-
ence to principles of  socio-economic equi-
ty, especially relevant in case of  new drugs 
or treatments. This kind of  monitoring 
includes also enforcement of  objectives of  
prevention and rehabilitation, that are of-
ten neglected by regulatory bodies. More 
generally, the Foundation is committed to 
identify and suggest to health authorities 
new projects and initiatives capable of  im-
proving health and wellness of  people also 
in human, social and economic terms. At 
this regards, different  keywords or key sen-
tences may be proposed, indicating clear ob-
jectives, as for instance: “No more vascular 
amputations”, an effective slogan leading to 
optimize monitoring and treatment of  Pe-
ripheral Arterial Disease (PAD). In particu-
lar the Foundation should submit to Health 
Authorities projects finalized to privilege 
non-pharmacologic prophylaxis of  vascu-

lar disease, based on life-style changes and 
psychological approaches. Obviously, ex-
plaining recourse to drugs and endovascular 
or surgical procedures, whether and when 
necessary, remains among our fundamental 
tasks.

Medical and Health Education

The Foundation should consider pre-, 
post-graduate, and continuous medical edu-
cation, as well as health education in general, 
as a major task. Educational activities should 
cover all aspects of   (Vascular) Medicine in-
cluding Pathology, and Clinical, Instrumental 
and Imaging diagnosis, Blood Coagulation 
and Thrombosis, Clinical pharmacology and 
Toxycology, Interventional and surgical vas-
cular procedures and also basic principles of  
vascular prevention .

Educational programs as Courses ad-
dressed to the above subjects will be pro-
posed, with the collaboration of  internation-
ally recognized experts. All components of  
the Teaching Faculties, are expected to oper-
ate “pro-bono”.

Participation of  Industry in teaching activities

The financial burden of  any educational 
event of  a Foundation should mainly weigh 
down on its own resources. Direct funding of  
the Course from the pharmaceutical or med-
ical device industry must be avoided. The 
Foundation can however receive funds for 
general educational activities from any pub-
lic or private source, including the industry, 
in form of  a declared “unconditioned contri-
bution to medical and health education ac-
tivities”, preferably not directed to a specific 
event. None of  these private sources of  funds 
can ever interfere in the scientific program, 
that is unique responsibility of  the Founda-
tion Committees. Private contributors can 
be quoted and recognized in the Course 
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program, but stands or booths of  pharma or 
device companies will not be permitted, and 
sponsored lectures will not be accepted.

However, the participation of  doctors 
and researchers from the industry as auditors 
and discussants, is highly encouraged and 
welcomed, provided they previously declare 
their disclosure of  interests.

Fostering Awareness, and collaboration with oth-
er bodies

Awareness is an important part of  Education 
that consists in a daily, continuing activity of  
minute information on the main problems 
of  prevention, early diagnosis and treatment 
of  vascular disease. The Foundation will or-
ganize dedicated meetings, for presentation 
of  results obtained in terms of  awareness 
to other scientific and social organizations. 
In fact the activities will include multilevel 
collaboration with medical and social bodies 
favoring integration and avoiding overlap-
ping of  objectives. Exchange of  information 
and promotion synergies collecting different 
initiatives and projects directed to the fight 
against vascular diseases.
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