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- ABSTRACT:

Evaluation of the impact of guidelines on
tuberculosis control in Maly. G.B. Migliori, L. Casali,
S. Nardini, A. Spanevello, G. Besozzi, B. Faravelli and the
National AIPO "Tuberculosis” Study Group.

This study was performed in ltaly, where a central
tuberculosis (TB) unit and national guidelines on TR cont-

i rolare lacking. The objectives ol the study were: 1) to design

comprehensive guidelines on TB control; 2) to discuss them
within the scientific cornmuenity and to present them to admin-
istrators and politicians; and 3} to evaluate their impact from
a public health perspective. The ultimate goal was to improve
TB conirol nationwide through a consensus-based initiative.

The steps taken in planning were as follows: 1) an
assessment of control activities operating in the country was
made by means of three surveys; 2) guidelines on TB cont-
rol were desigred, presented, discussed and approved during

three Conscnsus Conferences involving representatives of
organizations operating in TB conirol and services; and 3)

their impact was evaluated by means of objectively verifi-
able indicators (availability of TB case definition, regional |

control programmes, surveillance reports, guidelines on
treatment, staff training).

Regional TB control programmes were implemented
in three major regions (30% of the national population),
and are in advanced process in other four regions (29% of
the national population).

The protocol approved during the three Consensus Con-
ferences benelited from the co-ordinated action of govern-
mental and nongovernmental organizations. Its impact on
tuberculosis contral was positive, particularly at the region-
al level.
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The World Health Organization (WHQ), recog-

| nizing that the tubercufosis (TB) epidemic is out of
- control in many parts of the world, declared TB a glo-
. bal emergency n April 1993 {1]. In some industri-
alized countries, a slowing or a reversal in the decline
- of case rates of TB has been reported in the past
~ few years; the reasons for these changes being mainly
. increased immigration, paverty, homelessness, intra-
. venous drug abuse and immunodeficiency virus

-

- infection {2, 3]. According to WHO, public policy
- neglect has allowed TB control systems to deterior-
- ate or even disappear, and poorly managed and incor-

rectly conceptualized TB control programmes have
contributed to the increase in the burden of disease
as well as to the emergence of multi-drug resistant
TB [1]. It was suggested that each country should
maintain a central (national) TB programme unit,
whose responsibilities would include surveillance,
development and revision of the national TB control
programme, monitoring of programme effectiveness,
and training and provision of an adequate number
of personnel with specialized TB expertise [4].

Tuberculosis control in Italy

_Since 1934, infectious pulmonary and selected
extrapulmonary TB cases have been compulsorily

notified in Italy. Since 1990 (Ministry of Health Act
on Communicable Disease Surveillance No. 36), TR
notifications have become compuisory for all cases
{infectious or not) within class UL, ie. communi-
cable diseases for which additional data are required.
The physician is required to notify the case (dem-
ographic characteristics, diagnostic data, date ol

onset) to the local health authority (Public Health

Unit). From this unit, a form is mailed to the region-

al level (Regional Epidemiological Office) and another

to the national level (Istituto Superiore di Saniti,

Min-istry of Health and National Institute of Statistics).
Since 1978, when the pre-existing vertical system

of TB dispensaries covering the whole national pop-
ulation (with clinical and epidemiological tasks) was
abolished, inconsistency of data [5] and underreport-
ing are recognized problems [3, 6]. Whilst 4.185 TB
cases were officially reported in 1990 [3] (corre-
sponding to 7.3 cases per 100,000 population), it
was estimated that approximately 20,000 (i.e. up to
35 cases per 100,000 population) may have occurred
annually around the same year [7].

Due (o the lack of a central unit and of nation-
al guidelines on TB case-finding, treatment and case
holding [8], the National TB Study Group of the Asso-
ciazione Italiana Pneumologi Ospedalieri (AIPO)

-organized a 5 year project-with- the following objec--i -
tives: 1) to design comprehensive guidelines on TB




T CONTROL IN FFALY

control suitable Tor the ltalian stwation; 2) to dis-
cuss them within the scientific communily and 1o
present them to administrators and politicians; and
3) to evaluate their timpact from a public health per-
spective.

Once the possible weak points of the health
system presently in operation have been identified,
the ultimate goal 1s to improve TB control nalion-
wide through i consensus-based initiative.

Steps in planning

Survey of control activities and design of the guide-
lines on control

Three surveys were organized and published by
AIPO from 1992 to 1994, belore designing the guide-
lines on TB control. A survey on the services avail-
able for diagnosis, treatment and prevention of TB
in ttaly was performed in 1992, A questionnaire was
sent 10 the 381 Locul Health Units operating nation-
wide. investigating their characteristics and focation,
availability of beds and outpatient services, activity
in terms of prevention and case-finding [9]. A sec-
ond study on the guality of TB chemotherapy was
performed in 1994, based on a questionnaire sent to
a sample of respiratory and anti-TB health units. The
physicians' behaviour in lerms of regimen and dosage

prescribed, as well as management of treatment fail-
ure and side-effects, was investigated [10]. A third
survey was performed 1o estimate coverage and valid-
ity of data collected by the national surveillunce
systemn und the incidence of TB in u Northern prov-
ince [H].

Comprehensive guidelines on TB control werce
designed from 1990 to 1994, consisting of three main
areas: 1) data collection, prevention, case-finding
and case holding; 2) organization of health services
within a TB conirol programme; and 3) tremimeni.

Definitions and concepts derived from recently

published WHO und International Union Against
Tuberculosis and Lung Disease (IUATLD) docu- |

ments were included in the proposed guidelines [1,
4. 12-14].

Presentation and discussion of the guidelines on
TB control

The main topics were presented and discussed with-
in three Consensus Conferences organized by AIPQ,
mvolving representatives of WHO, TUATLD, Istituto
Superiore di Sanitii, Rome, Italy (technical branch of
the Ministry of Health), different Italian regions and
the Italian nengovernmental arganizations and insti-
tutions involved in TB control (Federazione Itubana
contro fa Tubercolosi ¢ fe malattie polmonari sociali)
GISTA, Gruppo ltaliano Studio Tubercolosi e AIDS
and sciemtific societies). The approved guidelines on

Table 1. — Objectively verifiable indicators and means of verification selected 1o evaluate the impact of the AIPO
guidelines on iuberculosis control at regional and national level

Narrative summary

Objectively verifiable indicators

Means of verification Assumptions

Purpose: regional level
To implement effective
regional TB control
programmes

Case definition

Regional control
programmes based
on the AIPO
protocel

Case definition pubtished
in regional documenis
Nomination of regional
commissions

Regional guidelines on
TB control

Commitment of
regional government

Acceptance of
AIPO (WHO/

To use regional pilat
projects to stimulate
simitar reforms in ather
regions

Goni: national levet

To implement a standardized
TB control programme

in Haly

Surveillance reports
from model regional
cantrol programmes
Guidelines on treatment
standardization from
model regional control
programmes

Training of staff
motivated in TB control

Case definition

in national documents
Surveillance sysiem with
precise data on cases repented
and treatment evaluation

by eohort analysis
Organizational structure

of the programme

Adoption of standardized
chemotherapy

Regional reports on
surveillance

Regional guidelines on
standardized treatment

Organization of regional
courses on TB control

Case definition published
in national documents
Surveitlance data sent

o the national level

Implementation of a national
co-ardinating unit (national
commission)

National guidelines on
standardized chemotherapy

IUATLD) strategy
Sufficient financial/
MARPOWET FESOUIces

Qualified staff sent
to troining courses

Commitment of
national government

Commitment of
regional governments

AIPO: Associazione Italiana Pneumologi Ospedalieri; TB: tuberculosis; WHO: Wor
Union Against Tuberculosis and Lung Disease.

ld Health Organization; IUATLD: International
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Table 2. — Results of the AIPO survey on the servic-
es available for diagnosis, treatment and preveniion of

Locat Health Units n E 381

Regions represented n 19/19
Population covered n 33,276,492
Beds for: chest diseases n 5,161
TB n 815
Mean inhab./bed for: chest diseases n 5,049
TB n 37,023
TB control activities performed in:
Public Health Units % 18
Chest Disease Units % 12
Other Health Units % g
Medical examinations done for TB/chest
diseases (mean ratio) 0.2

Inhab./bed: number of inhabitants per bed reserved for TB
patients. (For further definitions see legend 1o table 1))

. TB control were aimed at exploiting existing resourc-

es and collaboration among organizations involved
in TB control and services.

- Evaluation of the impact of the guidelines on TB
. control

To evaluate the impact of the guidelines the
WHO upproach based on indicators was used. The
objectively veriftable indicators that were selected

. and their means of verification to evaluate the impact

of the proposed guidelines are summarized in tuble 1.

- Briefly, the general sirategy is presented sepuarately

- for the regional and national level (narrative sum-
- mary), followed by the objectively verifiable indi-
- cators and their means of verification (e.g. indicator

= TB case definition; means of verification = TB
case definition published in official regional docu-
ments). The important assumplions necessary o
implement the whole process are finafly presented
in the same table.

The objectively veriliable indicators are pre-
sented as absolute numbers and as percentage of
the national population covered by each indicalor
(numerator = population of the regions covered;
denominator = national population). Census data
were derived from 1995 national statistics | 131

Table 3. — Results of the AIPO survey on antitubercu-
losis chemotherapy in taly [10]

National North  Centre  South

% Yo G
Questionaaires snalysed  n=182 33 4 33
Regions represented 19/19
Drugs used %
Isoniazid 99 100 96 98
Rilampicin 99 99 100 98
Ethambutol 85 87 73 87
Streptomycin 41 32 50 50
Pyrazinamide 31 40 19 22
Use of fixed regimens % 71 80 62 70
Lengih of treatment
(new cases} %
6 months 49 34 11 22
9 months 20 I3 8 10
>9 months 31 53 81 68
AIPO:  Associazione laliana Pneumologi Ospedadien,
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Table 4. — Resulis of the study to evaluate coverage
(%) and validity of data (% of data missing) collected
by the national surveillance syslem (NS8) and the inci-
dence of tuberculosis per 100,000 population jn a
Northern province, [taly, 1992 [11]

Overall Native Immigrants
Iralians
Population surveyed
{Varese Province) n 807,343 778,345 29,000
Incidence n:
All cases 15.0 14.4 300
Pulmonary 10.9 10.3 27.6
Extrapulmonary 4.1 4.1 34
Smiear positive 74 7.1 17.2
Culture positive 54 4.9 20.7

Coverage of NS5 o

Definite (culture+}
cases %

Data missing from
NSS forms %

63 {15/121 not natified)
36 @421

2(} (200/988)

Outcomes of the process

Survey on control activities and design of the guide-
lines on TB control

A summary of the results of the three previ-
ously published surveys ure presented in tables 2—4
and the guidelines on TB control are summarized
in tuble 3.

Table 5. — Summary of the AIPO protocal for tuber-
culosis control in Haly [15]

Section I Epidemiology and control
Epidemiology and control strategies

Section 11: Surveillance

Surveillance and epidemiological evaluation
Moniloring of the prevalence of TB infection
Section I1I: Prevention

Chemoprophylaxis

Vacrination

Operative proposal for preventative dctivities
Section 1V: Case linding and case holding
Management of diagnosis, weatment and follow-up cases
Section V: Treatment

Raticnale

Operative proposal for standardized treatment
Intermittent treatment

Treatment moniloring

When treatment should be started and concluded
Side-eftfects

Treatment during pregnancy, puerpery and chitdhood
Treatment of resistant cases

Treatment of HIV4 patienis

Section VI: Specific issues

Risk groups

Organization of labaratories

Proposals for training

AlIPQO: Associazione llaliana Pocumologi Ospedatieri: TB:
wberculosis; HIV+: human immunodeficiency virus sero-
positive.
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Presentation and discussion of the proposed guide-
fines

The suidelines on TB control, after approval,
were published in the official journal of the society
{Rassegna di Putologia dell’Appuarato Respiratorio)
and distributed 10 members ol the scientific com-
munily, administrators and politicians 116].

Evaluation of the impact of the guidelines on TB
control

The results are summarized in table 6. The locu-
tions of the dilferent Halian regions are presented
in tfigure 1.

For instance, Lombardia Region, through its
Regional Commission: established o TB control pro-
eramme based on the guidelines in 1993 [17]: pub-
lished guidefines for prevention ol TB ameong health
staff in 1993 |18} selected TB units and regional
referral centres and faboratories in 1993 {19]: pro-
duced the annuasl repart on TB s 1993 and 1994
tincluding a protocol 1o evaluate the quality of noti-
fications): and is publishing the guidelines on THB
diagnosis und treatment |20, 21]. According 1o the

regional reports on surveillance. the incidence of

notified TB cases per 100,000 population (all forms)
in 1993 was 13.2 in Lombardia and 0.8 in Piemeonte,
and in 1994 was 15.4 in Lombardia and Y tn Toscana
1200, 2]

Table 6. — Impact of the AIPO protocol on TB control
in ltaly {56,778,031 inhabilants)

Propostion of national
pupulation covered
.

i

Objectively verifiable indicators

Regional commissions nominated = 3 39
(Lombardia, Piemonte, Emilia-Romagna,
Toscana, Liguria)

Case definition published in regional 33
documents = 3

(Lombardia, Piemonte, Emilia-Romagna,
Liguria}

Rezional guidelines on TB controt 33
approved =3

{Lombardia, Piemonte, Emilia-Romagna,
Liguria)

Regionat guiedlines on TB control in 26
advanced process = 4

{Toscana, Sicitia, Sardegna, Veneto)

Regional reports on surveillance = 4 36
iLombardia, Piemonte, Emilia-Romagna,
Toscana)

Regional guidelines on standardized in
treatment =1

{Lombardia)

Organization of regional courses on TH

control = §

{(Lombardia, Picmonte, Emilia-Romagnz)
Organization of national courses on TB

contof = 1

{AIPO course)

The results are summarized, aking inlo account the objec-
tively verifiable indicators and the means of verification pre-
sentetl in table 1, columns 2 and 3. For definitions see legend
to table 5.

Lombardia

Piemonte
Romagna

Toscana

Sardegna

Sicilia

Fie. 1. - Nap of baby with Tocation of the diflerent [iiian tegions
where segiosal progrmmes are implemented,

Discussion

The wims of the present intiative were (o design
comprehensive guidelines on TB control suitable for
the Ttalian sitwation. to discuss them within the scien-
tific community. o present them 1o administrators
and politicians, and. finally, to evaluate their impact
on TB control from a public health perspective. As
a result of the AIPO initiative, guidelines on TB
control were designed, discussed, approved and pub-
lished. According to the methods proposed o eval-
uate the impact ol the guidelines, the foliowing
comments can be made: 1) the objectively verifiable
indicators concerning the regional level were met:
2 some ol the main regions (Lombardia, Piemonte,
Emilia-Romagna. Toscana, Liguria) are at present
covered by the indicators, representing about one
third of the national population; 3) from a public
health perspective. the availability of standardized
TB case definition. guidelines on TB control, and
reports on surveillance at regional level represent a
significant improvement towards national TB con-
trol; 4} the objeclively verifiable indicators con-
cerning the national level have still not been met
and should be re-evaluated in a few years; and 3)
the upward trend in compliance of local govern-
ments to the proposed strategy will hopefully lead
to a complete national coverage in the near future.

Bused on the results of this initiative, further
remarks can be made: 1) in spite of the absence of
national guidelines. TB services are available in Ttaly
in terms both of prevention and treatment, although
no standard was established [9, 10]; 2} healih units
involved in TB control are heterogeneous within as
well as among regions [9, 10]; 3) TB treatment is
not standardized [10]: 4) TB notification raies range
F0-16 cases per 100,000 population [20. 2t]: 3) cov-
erage of the national surveillance system is not comp-
lete [11]: and 6) information missing from notification
forms is potentially relevant {117,

Qur findings are consistent with those of other
studies performed in Italy. In a survey carried ow

in a northern region, AcocirLa er af. {22} found
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unsatisfactory reports on microbiological examina-
. tions and deviations between established therapeu-
tic regimens and those applied in the study area, in
terms of treatment selection, duration and dosage.
A study performed by Istituto Superiore di Saniti:
in 1993 on 320 out of 639 Local Health Units coun-
trywide described large coverage of TB surveillance
and control activities, relevant variability in their
frequency and management, and low adherence o
official notification procedures [23].

In spite of the relative inconsistency of surveil-
lance data available at national level and of the non-
standardized approach to TB control, TB incidence
in Northern Italy [11] and TB notification rates pro-
duced by regional programmes [20, 21] are similar
to those of several Northern European countries [3].

We believe that national control programmes
should be standardized to allow comparability of
data both within and among countries, The AIPO
guidelines were designed on the basis of WHO and
IUATLD dacuments on TB control [1, 4, [2-14].
which were adapted to fit the Italian situation, tak-
ing into account how TB control activities are car-
ried out @t present. The notification form currently
used by the national surveillance system, was modi-
fied; 1) to include the minimum set of essential var-
iables suggested by WHO and TUATLD [14] (date
of starting treatment, place of residence, date of birth.
country of origin and disease-specific variables, incl-
' uding site of disease, bucteriological status (micros-
. copy and culture), and history of previous antituberculosis
E chemotherapy); and 2} to allow monitoring of treat-
ment outcome. The form was proposed to adminis-
trators and politicians, suggesting the following [11]:
i) bacteriological and chinical data should be coll-
ected at the lowest possible level (Local Health Unit);
2) smear-positive cases should be notified immedi-
alely to public heulth officers; 3) public heulth offi-
- cers should co-operate with physicians to collect all
+ additional information (clinical data) as soon as diag-
- nostic procedures are completed; 4) cases should be
classified as definite (culture positives) or ather than
definite; 5) a surveillance unit should be implement-
ed at regional and national level.

‘ To evaluate how the proposed form works in
- practice, astudy {presently in progress) was planned by

the Study Group in the period 1994-1997 on a signi-
~ficant sample of TB units nationwide, within the res-
~earch project co-ordinated by Istiiuto Superiore di
- Sanitd. The study includes the evaluation of reatment
results by cohort analysis. The protocol approved dur-
ing the three Consensus Conferences benefited from
the co-ordinated action and critical suggestions of offi-
cers from Istituto Superiore di Sanith and other groups
and societies involved in TB control and services.

According (o our analysis, the impact of the pro-
posed guidelines on TB control was positive at regi-
onal level, whilst ity impact al national level will be

re-evaluated in the years to come. The availability of

the protocol in the period when public concern on
the resurgence of TB hus motivated administrators
and politicians to take action made it possible to
speed up the implementation of regional programmes
of TB control. The process ol transferring a lechni-
cal protocol into a governmental operational guide-

line was made possible by the strict co-operation.of ..
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AlPO members and public health officers within regi-
onal commissions, under the supervision of Istituto
Superiore di Sanitd. The protocol was generally well-
accepied by regional administrators because it was
aimed at rationalizing interventions and reducing the
cost of TB control.

The main discussion arose on the necessity (o
implement directly observed therupy (DOT) on a
lurge scale. At present, all regional guidelines sup-
port DOT during the initial intensive phase, and sug-
gest its implementation during the continuation phase
of treatment. The availability of preliminary data on
ctre rates without DOT (mid 1996) will hopefully
molivate regional governments 1o invest resources
in comprehensive DOT programmes.

The future tasks of the ATPQ Study Group will
be directed to co-operation with regional programmes,
maintaining strict contact with Istituto Superiore di
Sanitd. The priorities at regional level are the fol-
lowing: 1) regions at present without operational
regional commissions: implementation of a commi-
sston and production of guidelines on TB control;
and 2) regions where the TB control programme is
established: a) evaluation of surveillance data; b) stan-
dardization of treatment: ¢) monitoring of treatment
results; and d) evaluation of specific activities for
prevention and control,

As a result of the effort co-ordinated by Istitulo
Superjore di Sanitd, involving the AIPO TB Study
Group and other groups and societies, a protocol
designed to improve surveillance data was imple-
mented at the national level and a clear TB case del-
mition was approved (M. ruberculosis identified by
culture} [E4]. Furthermore, a national commission
was recently nominated by the Ministry of Health.

“The experience of several regions should help the

national commission in producing official national
guidelines and co-ordinating the promising activities
of TB control performed at regional level. The imple-
mesntation of a national TB unit is considered a pri-
ority.

In ltaly, some of the problems discussed above
arose during the transition from the pre-existing ver-
tical TB control programme to the present integrat-
ed one. Since, according to WHO [1], TB control
programmes have deteriorited in several industri-
alized countries, we propose our consensus-hased
initiative as a possible strategy to reorientate the
existing controf services,

As poor treatment of tuberculosis cases engen-
ders chronic cases. resulting in increased cost of cure
and rehabilitation for the national health system,
improvement of tuberculosis control in Italy is a pub-
lic health priority. Each co-ordinated initintive taken
by nongovernmental organizations, where expertise
in tuberculosis control exists, to support efforts by
central and regional governments will speed up the
effective implementation of a standardized tuber-
culosis control programme at the national level.
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