
EWMA JOURNAL 2004 VOL 4 NO 160

AISLeC 
Associazione 

 Infermieristica per 
lo Studio Lesioni 

Cutanee

Italian Nurse 
Association for 

the Study of 
Cutaneous Wounds

Andrea Bellingeri, President

Aldo Calosso, Vice-President

AISLeC

Via Flarer n 6

27100 Pavia

Italy

segreteria@aislec.it

www.aislec.it

INTRODUCTION 

According to the defi nition of the National In-

stitutes of Health, a consensus conference is: 

“...a technique developed with the aim of pro-

viding a help to clinical decision making and 

health planning through a clear defi nition of 

the indications by which a given process can 

be considered appropriate, inappropriate or 

deserving of a further close examination”. In 

other words, it is a useful initiative to fi nd valid, 

timely and comprehensible responses on a 

health technology of  topical interest whose def-

inition, use, effectiveness, and methods of ap-

plication are debated in scientifi c literature or 

among those people who use it. 

In conformity with the associative mission that 

states “To improve the quality of assistance to 

the citizens with chronic cutaneous wounds” 

through the promotion and the implementa-

tion of appropriate services, targeted to this 

pathology, and the reduction of the complica-

tions, this project is placed in one of the inter-

vention areas defi ned by the Association as 

“proper”, and precisely in the “Operative pro-

posals of optimal management addressed to 

the Health Administrations.” 

It will contribute to satisfying the increasing de-

mands for appropriate services required by an 

elderly population suffering from those chronic, 

degenerative multi-pathologies, not infrequent-

ly associated (as epiphenomenon or adverse 

event) with chronic cutaneous wounds. 

This problem, studied and monitored by 

AISLeC over one decade, has been identifi ed 

several times, in ministerial context, as deserv-

ing of attention (see the last two PSNs) be-

cause of its high prevalence in the population: 

the studies conducted by our Association show 

that the incidence of this pathology is greater 

than 13% in the clinical setting and than 34% 

in the home care setting. 

THE PROBLEM 

In view of the above, there is an absence of an 

unequivocal classifi cation of devices available 

in the market that addresses the prevention 

and treatment of chronic cutaneous wounds. 

This is because of; 

1. the diffi culty in drawing up competitive 

tenders and relative specifi cations, 

2. the varied and differing information and 

training messages, 

3. the lack of a standardised quality of health 

services and products across the various 

regions, 

4. the need to update the Nomenclature to 

include the actual and most valid products 

on the market, on the basis of the crite-

ria of effectiveness and appropriateness 

imposed by the L.E.As. 

To these specifi c elements, it is necessary to 

add general ones that, as mentioned, increase 

the problem considerably. These are: 

a.  the confi rmation that the high ageing 

rate will lead to a doubling of the popula-

tion over 65 years in 2050, with a heavy 

problem of self-suffi ciency in the elderly 

that will lead to the problem being seen as 

a “demographic time bomb” (Dr. Pier Ugo 

Carbonin. CNR, Rome 2002); 

b. the rapidly ageing population and the less 

rapid adjustment speeds of the social and 

economic structures (and the necessary 

resources for this adjustment) (Dr. Antonio 

Golini);

c.  controlling the phenomenon of “pressure 

ulcers”. In addition to being ethically right, 

controlling the problem would also promote 

the reduction of waste and the recovery of 

economic and technological resources in a 

preventive setting, including other sectors 

such as the therapeutic and rehabilitative 

ones, where the impact on fi nances and 

resources is increasing due to the high 

prevalence of cutaneous wounds. 

OBJECTIVE

The objective of the project is to contribute to 

increasing the appropriateness of the health 

interventions, targeting them to prevent and to 

treat the chronic ulcers, through the produc-

tion of a document providing recommenda-

tions for interventions with proven effective-

ness in the fi eld of the pressure-relief surfaces 

(in light of the current literature and the opin-

ion of international experts – EBM) and that 

have the best cost to treatment effectiveness 

performance. 
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It must be emphasized that the correct 

management of pressure relief surfac-

es, in conjunction with the prompt and 

intelligent identifi cation of patients at 

risk, are recognized as the cornerstone 

of pressure ulcer prevention in the 

 scientifi c world. 
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MATERIALS AND METHODS 

The selected method has been to iden-

tify and compare the best quality results 

produced by international clinical re-

search, supplemented by the experi-

ence of healthcare professionals in the 

principal Italian groups involved in care 

and  research in this sector. 

The strategic phases of the project are: 

1. research and critical evaluation of 

the results coming from the in-

ternational clinical research, with 

particular attention to the integrative 

studies (guidelines and systematic 

reviews), produced by the most im-

portant institutions and international 

professional and scientifi c associa-

tions; 

2. comparison with the indications and 

the references of the PNLG (I.S.S. 

– Italy) and the Health Technology 

 Assessment of the NHS R&D HTA 

 Programme (GB); 

3. multi-professional and multi-

 disciplinary involvement; 

4. involvement of the Italian Health 

 Ministry; 

5. comparison of the users/patients 

with the associations; 

6. transparent comparison with the 

 manufacturers of pressure-relief 

 devices and products for the treat-

ment of the pressure ulcers (dress-

ings above all) available on the 

market; 

7. direct involvement of recognized 

international experts in the fi eld. 

The principal steps in the development 

of the Consensus Conference (C.d.C.) 

have been the following: 

1. defi nition of the objectives and 

sharing of the operative defi nitions 

related to the pathology and care 

settings of  interest; 

2. bibliographical review. 

In particular: 

a. integrative documents produced by 

 institutions, associations and interna-

tionally accredited scientifi c societies 

have been searched (guidelines, 

systematic reviews, report of technol-

ogy assessment). The search has 

been conducted in the data-banks 

available online and it has been 

completed with direct contact with 

the main worldwide experts in the 

sector, 

b. clinical trials conducted in the area 

of interest have been searched and 

evaluated critically, through the use 

of electronic data-banks (Medline, 

 Cinhal), manual search, and contact 

with the experts, 

c. the collected information has been 

the object of discussion and com-

parison in repeated study sessions 

with recognized international experts 

between 2002 and 2004, 

d. the information produced by the 

clinical research will constitute the 

base on which the C.d.C., organized 

in April 2004, will be founded.

As shown in the National Plan of the 

Guidelines, the Association, constitut-

ing the ‘Promoting Committee’, will 

present a fi rst ‘draft’ version of the 

 scientifi c documentation in which the 

material deduced from the literature 

will be synthesized.

The evaluation of the problem starts 

from the defi nition of Settings; for each 

setting a number of Indications/

Questions will be defi ned; for every 

question the relative Cues – the factors 

that need to be kept in mind to ap-

praise the questions – will be empha-

sized. 

There will be three principal partici-

pants involved in this process: 

jury, public, and chairman. 

The jury will be formed from ten/twelve 

experts, drawn from varied geographi- �
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cal origins, professional typologies, and 

specializations. They will also have 

 differing areas of work/involvement, 

 demographic characteristics, and 

 represent different organizations. 

The public will include all the profes-

sional fi gures and the interested roles 

 (managers, physicians of different 

 specialties and roles, nurses, charge 

nurses, and patients). 

The chair will be external and 

 authoritative.

The phases of the C.d.C.: 

1. the evidence supporting the single 

indications are presented by the dif-

ferent groups (it is desirable to have 

a multiple presentation that refl ects 

various points of view); in this phase 

the subject presenting the assertions\

recommendations may also be rec-

ognized international experts, 

2. the jury and the public can ask ques-

tions; the discussion is moderated by 

the chair, 

3. the jury compares and decides, 

4. the discordances are formally 

defi ned and explicitly declared. The 

minority opinions are included in the 

document. 

The project is being formulated 

and communicated in the following 

meetings/actions: 

Europe. September 2002/February 2003

Preliminary meetings with international 

opinion leaders and national experts for 

the defi nition of the planning basis 

Milan – April 1st 2003 

Preliminary meeting with technical, 

company advisors, international opinion 

leaders 

Pisa. May 22/24th 2003 

Presentation of the project to the 

EWMA (European Wound Manage-

ment Association) Congress

Livigno. July 7/12th 2003 

Analysis and drafting of a summary of 

the scientifi c literature preparatory to 

the C.d.C. 

Milan (6 meetings: 10/21, 11/4, 

11/28-29, 2/3/04, 3/2 and 3/26-27/04) 

Meeting of the promoting committee 

and the teamwork delegates.

Cavaion Veronese (VR).

April 28/29th 2004

Analysis by the C.d.C. Jury of the fi nal 

document and presentation of the 

 fi ndings in the presence of the Health 

Ministry representatives, the Adminis-

trations and the patients’ representa-

tives. 

Pavia. May 2004/December 2004 

Monitoring and outcome analysis of the 

indications from the Consensus 

Pavia. January/May 2005 

Evaluation of the results 

Results awaited in the short term: 

•  ‘re-orientation’ of the regulations 

(laws: D.M. n° 332), with cutting of 

the costs for obsolete devices and 

improper hospitalizations caused 

by inappropriate management of 

patients with pressure ulcers; 

•  better opportunities for the health 

public corporations and hospitals to 

produce detailed specifi cations for 

the supplies of the pressure-relief 

surfaces and consequently to opti-

mize the performances of the health 

staff.

•  the adoption of effective and ap-

propriate surfaces will entail, among 

other things, a reduction in compli-

cations involving the nursing staff 

because of the excessive manual 

handling of the patients and a 

consequent reduction in the days of 

absence from work. 

Results awaited in the 

medium-long term: 

With a wide acceptance and the recep-

tion of the fi rst results to national level, 

the achievement of the following results 

can be reasonably hypothesized: 

•  reduction of the severe bedridden 

complications in the hospital setting; 

•  reduction of the workload in the 

home care setting as a consequence 

of the reduction of 3°/4° stage 

(NPUAP 1989) pressure ulcers as 

well as an optimal management of 

the remaining ones; 

•  best management, with only social 

resources, of patients with motor 

disability; 

•  smaller impact of the costs on the 

families, with an appreciable social 

advantage; 

•  improvement of the quality-of-life for 

the patients at risk of and already 

suffering from pressure ulcers. 

MONITORING AND EVALUATION 

AISLeC proposes assessing the results 

through the monitoring and analysis of 

two indicators: 

1. degree of diffusion, 

2. real use of the guidelines/

recommendations produced by the 

C.d.C.

This will be achieved through the pro-

duction of a questionnaire that will be 

sent to a representative sample of 

health and hospital companies in the 

national territory and the results will be 

published. On the basis of the results, 

possible lines of actions will be decided 

upon, in accordance with the compe-

tent partners.

Note: the realization times of the project 

may be subject to some modifi cations 

on the basis of the dynamics of team-

work and the time required to make 

sure of the real collaboration of other 

scientifi c societies, exponents and pa-

tients, as well as the representatives of 

the interested Ministries. 

Andrea Bellingeri, A.I.S.Le.C. President

Responsible for the Project 
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