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Alcuni ostacoli alla conduzione di
trial iIn ambiente di lavoro

Quando e possibile Randomizzare ?
Come controllare I'effetto “Hawthorne” ?

Come garantire la stabilita nel tempo dei
risultati ?

Come fronteggiare il problema della
“contaminazione” tra gruppo trattato e non
trattato ?



... CUI SI aggiunge un ulteriore
problema, peculiare ...



BNIC Medical Research )
Methodology BiolVied Centra

Research article

Workplace restructurings in intervention studies — a challenge for
design, analysis and interpretation

Ole Olsen*!, Karen Albertsen!, Martin Lindhardt Nielsen!-2,

Kjeld Barge Poulsen! 3, Sisse Malene F'rydendal Gron!4 and

Hans Lennart Brunnberg>©

Table |: Duration, size and costs of four occupational intervention projects.

Project period Companies/ Worksites Participants Research Costs Researchers
organisations/ employed?
municipalities
involved

Stockheolm bus 9992002 2 companies 3 garages 640 employees 0.25 mill. € 2(+1)
drivers
Copenhagan bus 1998-2003 6 companies at start 20 garages ac start 3505 at baseline 2.2 mill. €F H{+8)

drivers




Figure |

Naturally occurring organisational or managerial
changes in the Stockholm bus project during project
period.

Changes in company 1

IIEI"}! l{'ﬁlﬂJl " 2001 ll l l ll l?ﬂﬂ:

' gt

Changes in company 2

t MNew owner/major organisational change

' Turnover of top level manager

I Turnover of workplace manager or minor organisational
changes



Esperienze in Toscana

1. Trial non randomizzato nellASL 10 di
Firenze sull’efficacia dei mezzi per la
movimentazione meccanica dei pazienti.

2. Trial randomizzato sulla Promozione
della salute nel luoghi di lavoro (C/ISPO).



Trial non randomizzato nellASL 10:
durata prevista tre anni (2003-2006).

« 4 ospedali coinvolti: 1 chiuso dopo pochi
mesi per ristrutturazione

e Cambio nella Direzione Generale dell’ASL
dopo circa un anno.

* Elevato turn-over del personale non
medico.

Baldasseroni A, Abrami V, Arc gIGC IVF tMG rduc LSmm LTth a R. Studio longitudin Ip I valutaz

pel
dell’efficacia di misure preventive in una popolaz e di operator esposta al rischio di mov imentazione m I dp enti G Ital Med
Lav Ergon. 2005 Jan-Mar;27(1):101- 5



Trial randomizzato sulla Promozione della salute
nel luoghi di lavoro (C/ISPO)(2007- ...).

 Una grande azienda metalmeccanica

 Cambio nella proprieta dell’azienda
(subentro di una Multinazionale)

 Crisl produttiva, con scioperi ricorrenti.
« Cassa Integrazione

e Chiusura dello stabilimento dopo circa un
anno e mezzo dall'inizio dello studio.

Némcova L. Modifica degli stili di vita in una comunita lavorativa: efficacia degli interventi di prevenzione. Tesi di laurea AS AA.2008-2009 Univer

Firenze http://www.epicentro.iss.it/ebp/pdf/stili_vita lavoro.pdf

sita di



Implications for occupational intervention studies

Researchers| should record and report stability of work-

places (ownership, mergers, moves, etc), change of key
personnel (eglocal middle manager, head of department,
shop steward), and turn over rate of staff; this applies

especially for studies running for more than a year|Editors

of occupational health journals should call for publica-
tion of such information from recently finished studies as
experiences from the last decade are not yet sufficiently

well described.

Practitioners

should be aware that lack of

reporting of changes, may give false credibility to useless
or even harmful interventions.



Research Question/Hypothesis

Scientific Evidence | w"mn"“”"”;':
Experimental data
Model building
Synthesizing Process )  Guidelines

Risk assessment
vaiues v Strength of evidence
E&‘; Decision-Making Process Uncerainty
Poilics I Value for decision-making
Judgment

v
Policy

Figure 9.1. The intersection of science and health policy. Adapted from: Samet
(2000).



Due approcci al tema delle “Prove di Efficacia” nella
prevenzione dei rischi e danni da lavoro
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Due punti di vista

 EBM-like approach (Cochrane Collaboration)

— Stress on Internal validity (“rigid” selection criteria,
only RCTs or ITS)
Research Question/Hypothesis

— Scientific evidence 1

Environmantal data
’ Observational data
Experimental data

Scientific Evidence

Figure 9.1. The intersection of science and health policy. Adapted from: Samet
(2000).



Due punti di vista

e Public Health (North American)

— Stress on External rather than Internal validity
(Transferability & Dissemination)

— Best Available Evidence  ressarch uestiontypothesis
(Public Health Policy;
Decision making)

— Practical evidence

)
Values l Strength of evidence
Costs Decision-Making Process }  Uncenainty
Bbio Value for decision-making
Politics
Judgmient
Policy

Figure 9.1. The intersection of science and health policy. Adapted from: Samet
(2000).



Esempi del due approccl

* Roll-Over Protections Structures
(Reynolds & Groves, 2000 vs. Lehtola et al., 2008)

« BBS Behaviour Based Safety
(Grindle et al, 2000 vs. Tuncel et al, 2006)



Example 1

The ROPS guestion



- = - - - 17
@dence from Sweden and othe\r\Stlon

Northern European countries
clearly demonstrates that ROPS
can essentially eliminate roll-over
fatalities"

Stephen J. Rey /rff William Groves. PhD. CIH. (I:SP/ \\
s [ Fatalities in Sweden and West

strates that ROPS can ¢~ Germany have dropped to essentially
zero, almost 25 times lower than the

“U.S. fatality rate" .

Fatahties in

> Structures 1n

Sweden and West Germany have dropped to essentially
zero, almost 25 times lower than the ULS. fatality

rate.

Am | Prev Med 2000;18(45)
Health Evidence grading = 6 moderate



Orfgma! article

Scand J Work Environ Health-online first 2008

| (gislation requiring rollover protective \
Effectiven  structures on all tractors in Sweden did not

systematl produce a reduction in injuries, but the same
oyMarka i) requirement for new tractors was associated

Suutarinen, _ _ S
with a decrease In fatal injuries. -

Legislation requiring rollover protective
structures on all tractors in Sweden did not produce a reduction in injuries, but the same requirement for new
tractors was assoclated with a decrease in fatal injuries.

C ' ' ' yided no evidence that educational interventions are effective in decreas-
Legis|ati0n on Safety ¢ Financial incentives may be a better means of reducing injury rates.

. - Legislation on safety devices on tractors yielded contradictory
devices on tractors

yielded contradictory
@sults.

Juha

Health Evidence grading = 9 strong



What Is the right answer ?

e Can we wait for the results of a future trial
to solve the question ?

 |s promotion of a trial on this issue, ethical
at this moment ?

e Could we rely on less informative
(observational) studies to take decisions
(policies) in favour of H&S of workers, and,
more generally, of Public Health (a special
case of Precautionary Principle) ?



Example 2

The BBS puzzle



Sistemi

la behc

“In questo quadro la behavior-
based safety (BBS) si e ormai
consolidata come un insieme di

tecniche affidabile ed efficace per

Il “nuove” D.lgs. 81/08 impone ai professionisti della sig
tore umano: si pensi, per esempio, ai nuovi requisiti su

la riduzione deqgli infortuni ...”
2 J

—eciso salto di qualita nella gestione del fat-
~alazione dei rischi, la formazione, |'addestramen-

to, la consultazione e la parieciriaazione dei lavoratori. In c?uesto quadro la behaviorbased safety (BBS) si & ormai
[ e

consolidata come un insieme
parfecipazione ed il coinvolgimento delle person
lono significativi miglioramenti della sicurezz

Il seminario intende fg g

volta in

zione SAFESTART".

ficace per la riduzione degli infortuni, garantendo la
anche alire tecniche si presentano sulla scena e promet-

o leva sul “fatfore umano”. :
pplicazioni pit recenti e le novita del settore. Per la prima
leader nel settore ed esperto della metodologia di forma-

tecniche affidabile

are il punto della situa
ltalia sara presente Don Wilsg

va )

“In this context the BBS is by now a
well-established group of reliable
techniques, effective in lessening the
number of work-injuries ..."
-




CRITICAL REVIEW AND DISCUSSION

the official journal of the OBM

Network, a Special Interest Group :> Behavioral Safety Research
of the Association for Behavior in Manufacturing Settings:

_ A Review of the Literature
An aIyS IS 2000 Angelica C. Grindle

Alyee M. Dickinson
William Boettcher

ABSTRACT. Occupational safety continues to have large humanitan-
o 1 . 1 an and economic repercussions. This is particularly true in the manufac-
OS Itlve an O ptl I I I I St reVI eWS O n turing industry which has had the highest mjury and illness rates for the
ast three years. Histonically, attention was focused on determining the
. 2 d I actors that comelated with safety. However, such approaches have
B B S I n OOO a‘n Ve ry rece nt y Angelica €. Gundle 15 affiliated with the Department of Fsychology, Westem
Michigan Umiversity, Kalamazoo, ML Alyes M. Dickinzon, PhD iz affiliated with
the Department of Psychology, Westarn Michigan University, Kalamazoe, MI Wil-

liam Boetteher 13 affiliated with Triiad Performance Teclmologies, Inc.
Address comrespondence to Alvee M. Dickinson, PhD), Department of Pswvchale-

gy, Western Michigan University, Kalamaroo, MI 49008 (E-mail- alyce dickinsona
wmich edu or acgrindleidizcl.com).

The amthors extend appraciation to Wayne Fuqua, FhD and John Austin, PhD for
thew editorial assistance and to Ms. Cowtney Fich for her assistance in obtaming
articles. The authers also thank Feviewer A and Thomas C. Mawhimmey, FhD for
thewr help and msightful review of the manusenipt.

Joumal of Organizationzl Behavior Management, Vol 20{13 2000
© 2000 by The Haworth Prass, Inc. All rights reserved.
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Clarify the objectives

Locate the problems .

Execute the change strategy <:| G rey L|te rature 2007
Assess current progress

Review and adapt the process.

Behavioral Safety Approaches:
Which are the most effective?

VY VYV

Dominic Cooper PhD, CFIOSH C.Psychol

CEO
BSMS Inc. Franklin. Indiana Contrary to popular wisdom, behavioural
461 31. USA ’ safety focuses on the interaction between

people and their working environment, not

just employee’s behaviour. Designed to

dictate people’s daily work-related
PRV hehavionr an imnortant featnre of the



Theoretical Issues in Ergonomics Science Taylor & Francis
Vol. ?., No. 3, May June 2006, 191 -209 Taylor & Francis Group

Effectiveness of behaviour based safety interventions to
reduce accidents and injuries in workplaces:
critical appraisal and meta-analysis

SETENAY TUNCELf, HARSHAD LOTLIKAR}, SAM SALEM*]
and NANCY DARAISEHY

TUniversity of Cincinnati, Mechanical Industrial and Nuclear Engineering,
Cincinnati, OH 45221-0072, USA
TUniversity of Cincinnati, Civil and Environmental Engineering,
Cincinnati, OH 45221-0071, USA

(Received 15 December 2004; in final form 20 February 2005)



Setenay Tuncel-Kara, M.S., is a doctoral candidate
In Industrial engineering at the University of
Cincinnati. She worked in Procter and Gamble
and DuPont before pursuing doctoral study. Her
current research interest is in the area of
occupational health and safety engineering and
she is a member of the American Society of
Safety Engineers. She is also a corresponding
member of NORA Manufacturing Sector
Council - NIOSH



Theoretical Issues in Ergonomics Science Taylor & Francis
Vol. 7, No. 3, May-June 2006, 191-209 Taylor & Francis Group

mstically significant reduction in injuries/acciw

was observed after conducting a BBS intervention in a
workplace. However, this statistical significance should
be interpreted with caution, due to the poor to marginal
methodological quality of studies included in the meta-
analysis. Reliable results require interventions with
high methodological quality based on the specific

needs of the workplace. /

ecember 2004, in final form 20 February 20035)

Conclusions: A statistically significant reduction 1n injuries/accidents was
observed after conducting a BBS intervention i a workplace. However, this
statistical significance should be interpreted with caution. due to the poor
to marginal methodological quality of studies included in the meta-analysis.
Reliable results require interventions with high methodological quality based
on the specific needs of the workplace.

Health Evidence grading = 8 strong
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ABSTRACT. Occupational safety continues to have large humanitan-
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actors that comelated with safety. However, such approaches have
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We need a grading to put into the
right order these informations !!

o Study design of primary studies
e Conflict of interests (!!)

e Correctness of review (grading of review
itself 1)

A set of rules Is compulsory



EBP e Lavoro

La prevenzione efficace
cdei rischi e danni da lavoro

FIREMNZE 23-24 OTTOBRE 2008
VILLA MOMNTALTO



WWW.epicentro.Iss.It

EpiCentro - Microsoft Internet Explorer

File  Modifica Visualizza  Preferiti Strumenti 7 ﬂ."—
7 S ; | A T

@ Indietra > |ﬂ g y] - Corca - | ,3

Indjrizzo @fﬁ http: fwmw. epicentro,iss. it vl B3 ai | Collegamenti

3 Epifer
Centro Nazionale di Epidemiologia, Sorveglianza e Promozione della Salute

OBBLIGO YACCINALE

granditemi . . . e GIDRN.ﬁ:I'ﬁ.MDNDI.ALE DEL CUqRE

La discussione sulle vaccinazioni Quanto & giovane il tuo cuore? E il
argoment di salute obbligatorie zi arricchizece di due terma della Giornata mondiale del

nuovi contributi: una rifleszione sui cuore di quest’anno, in prograrmra < |
focus requisiti organizzativi necessar dornenica 24 setternbre. Per saperne [ |

prima di procedere all’abolizione dell’cbblige = |2 di pil, visita il sito del Progetto
discussioni presentazione dell’esperienza della A=l BH1, Cuore = il focus sulle malatte cardiovascolan.

il pi dil i v z
e focus N

ebp A ALIMEWNTARE ORTUNI E ¥IODLENZA
¢ Il ministero della Salute presenta i | L'>ms Europa ha effettuato
¥ risultati dei contralli effettuati nel 2005 un‘indagine per rilevare quanto | Paesi
\ sui residui di prodotti fitosanitari rmembri investano nella prevenzione

- ritravati neqli alirmenti di origine degli infortuni & delle violenze, Lo
appuntamenti vegetale, Il nurnero di carmpioni irregalari & studio riostra anche le possibili linee di indirizzo
piuttosto basso, pari all’'l,5% del totale, per le autoritd zanitarie.

formazione

strument




i

—u}—

[N

Vst i adit Ebp e Iavoro http://www.ccm-network.it/ebp e lavoro/

- il F i  veindd

—

~ oy : : ey : 1 =
(9 EENER ¥ la prevenzione efficace dei rischi e danni da lavoro ;o @ lﬁﬁ
| Geres |
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4 Che cos'e I'Ebp

Ebp e lavoro: la prevenzione basata su prove di efficacia » Newsletter

“Wiuol essere sempre
aggiotmato sulle novita del

w In evidenza sito Ebp e lavara? Inserisc
) fui la tua mail per iscriverti
Eonlineil dossiar di Ebp & lavoro, a cura i Alberto Baldasseroni e Nadia alla nevesletter.
i, I lavoro di revisione sistematica della letteratura scientifica e grigia @
relative all’efficacia deghi interventi di prevenzione nei confronti degli infortuni sul E-ail:
lavoro, |

@ Iscriviti

Guarda anche i matariall de "La prevenzione efficace dei rischi e dei danni da ) Cancella izcrizioha
lavor o™, il comvegno temnmasi il 23-24 ottobre 2008 a Villa Montalto (Fi), che chiude
i lavori del progette di ricerca del Cemtro per il comtrollo delle malattie del
ministero della Salrte dedicato alla valhrtazione delle prove di efficacia nella E—J

prevenzione degl infortuni sul lavoro.

"Ebp e lavoro” & uno spazio sulweb che raccoglie e
rende disponibili per gli operator sanitari matetiali,
documenti ed esperienze pratiche all'insedna

i oy : dell'evidence hased prevention in tema di lavoro e
« Chi e online salute, in ambito internazionale, ma anche nazionale |

Ci sonao attualmente § ulente e e locale.

“ Forum Ebp e
lavoro

Accedi alla community &

1 wisitatore collegatl LInao strumenta che rientra in un progetto pid ampio e
ambizioso: contribuire a mettere in atto sul territorio
hazianale, in accorda can le Regioni, interenti di
promozione della salute occupazionale basati sulle
midgliori pratiche disponibili e condivise dalla
comunita scientifica internazionale.




Dossier
EBP e Lavoro

L'efficacia degli interventi per la
prevenzione degli infortuni sul lavoro

http://www.ccm-network.it/ebp e lavoro/

Gennaio 2009

A Baldasseroni, N Olimpi



Dossier
della contro le
causate da nei
bambini e negli adulti : prove di efficacia

“Dossier”
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Un bilancio delle attivita italiane

L Medicina del Lavoro Med Lav 2005; 96, 6: 513-548

Studi di efficacia di attivita preventive nelle

comunicazioni ai congressi della Societa Italiana di

Medicina del Lavoro e Igiene Industriale (1989-2003)

S. MATTIOLI, A. BALDASSERONT*, G. MAANCINT™, M. FIERRO™™, E.S. VIOLANTE

L Medicina del Lavoro Med Lav 2009, 100, 4: 000-000

Lapporto della comunita scientifica italiana alle prove di

efficacia in medicina del lavoro

5. MAarTIOLL A. BALDASSERONI*, DONATELLA PLACIDI™, M. FIERRO, G. MANCINT™ 5. CAMPO™™**,
A. FARIOLI, FRANCESCA ZANARDI™™* F.S. VIOLANTE



La Piramide A

lavoro
Tneffi

Interventi sul campo pubblicati

dell'efficacia in su riviste peer-reviewed
Medicina del

Centinaia ?

Efficaci

Inefficaci

Ineffi

Interventi sul campo valutati
empiricamente, presentati a
congressi

v

DJNI2SOU0D D2

Interventi sul campo
valutati
empiricamente,

ma non pubblicati

Interventi sul
campo non valutati



