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Chest physiotherapy fails to prevent postoperative atelectasis in children after cardiac surgery.

Eeines HD, Sade RM, Bradford BF, Marshall J.

In a prospective, randomized study, the effectiveness of chest physiotherapy (CPT) was evaluated in preventing postoperative atelectasis in children after

heart surgery. Postoperative clinical variables and chest x-ray findings of atelectasis were compared in two groups: 19 patients receiving CPT and 25 patients
not receiving CPT (NCPT). Chest physiotherapy was associated with significantly more frequent (p less than 0.01) and more severe (p less than 0.01)
atelectasis than NCPT. Atelectasis was not significantly associated with temperature elevation, age. or presence of preoperative left-to-right shunt.

Sports Biomech. 2012 Jun;11(2):262-72.
Repeatability of three-dimensional thorax and pelvis kKinematics in the golf swing measured using
a field-based motion capture system.

Evans K, Horan SA Meal RJ, Barrett RS, Mills PM.
School of Physiotherapy and Exercise Science, Griffith University, Gold Coast, Australia. Kerrie.Evans@griffith.edu.au

Abstract

Field-based methods of evaluating three-dimensional (3D) swing kinematics offer coaches and researchers the opportunity to assess golfers in
context-specific environments. The purpose of this study was to establish the inter-trial, between-tester, between-location, and between-day
repeatability of thorax and pelvis kinematics during the downswing using an electromagnetic motion capture system. Two experienced testers
measured swing kinematics in 20 golfers (handicap < or =14 strokes) on consecutive days in an indoor and outdoor location. Participants performed
five swings with each of two clubs (five-iron and driver) at each test condition. Repeatability of 3D kinematic data was evaluated by computing the
coefficient of multiple determination (CMD) and the systematic error (SE). With the exception of pelvis forward bend for between-day and between-
tester conditions, CMDs exceeded 0.854 for all variables, indicating high levels of overall waveform repeatability across conditions. When repeatability
was compared across conditions using MANOWVA, the lowest CMDs and highest SEs were found for the between-tester and between-day conditions.
The highest CMDs were for the inter-trial and between-location conditions. The absence of significant differences in CMDs between these two
conditions supports this method of analysing pelvis and thorax kinematics in different environmental settings without unduly affecting repeatability.
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lamiseeneuvred'un | UUne réponse en 4 points

travail scientifique de
bonne qualité?

1. Prendre un temps préalable de réflexion
2. Elaborer rigoureusement un protocole réalisable
3. Mettre en ceuvre

4. Diffuser le résultat
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A partir d’une situation/idée clinique...

... Se poser une guestion »

ET avoir envie d’y donner une réponse

Sous-entendu : la reponse n’est pas connue



La question vaut-elle la peine?

Potts M, BMJ2006;333:701-3
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Sur base d’une revue exhaustive de ce qui est connu

Question de départ (clinigue =) scientifique)
Choix des outcomes!!! (fct de la question) (APPEL A L'EQUIPE)

Choix des méthodes/outils d’évaluation
Description précise des différentes étapes de I'étude (écrire!)
Démarches administratives

Estimation du temps et du cout
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Objectifs de I'étude

Deux types

Obijectif principal
Il sera identifié sans ambiguité
Le nombre de sujets nécessaires sera calculé pour repondre a
I'objectif principal
La définition de I'objectif doit donner des precisions sur la forme
clinique de la maladie eévaluée et sur le critere utilisé pour mesurer
I'objectif (critere de jugement).
Objectifs secondaires
Facultatifs

Clairement identifiés en tant que tels.



« ...We see only what we look for, and we recognize only
what we know... »

Dr M. Sosman, 1957
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A randomised crossover trial of chest

physiotherapy in non-cystic fibrosis
bronchiectasis

M.P. Murray=, J.L. Pentland® and A.T. Hill*
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Quol = question posée

Ou = choix de la base de données

Comment = détermination de la
stratégie de recherche
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Quel est le niveau de mes articles?

Cote sur 10 points

Plus le score se
rapproche de 10,
plus grande est la

qualité de l'article

Echelle PEDro

1. eligibility criteria were specified no 1 yes O
2. subjects were randomly allocated to groups (in a crossover study, subjects

were randomly allocated an order in which treatments were received) no O yes 1
3. allocation was concealed no 1 yes O

4. the groups were similar at baseline regarding the most important prognostic

indicators no 4 yes O
5. there was blinding of all subjects no 1 yes U
6. there was blinding of all therapists who administered the therapy no 1 yes 1
7. there was blinding of all assessors who measured at least one key outcome no O yes 1

8. measures of at least one key outcome were obtained from more than 85%
of the subjects initially allocated to groups no 4 yes 1

9. all subjects for whom outcome measures were available received the
treatment or control condition as allocated or, where this was not the case,
data for at least one key outcome was analysed by “intention to treat” no O yes 1

10. the results of between-group statistical comparisons are reported for at least one
key outcome no 4 ves 1

11. the study provides both point measures and measures of variability for at
least one key outcome no O yes 1
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Plan expérimental

Population

Définir la population d’ou provient I'échantillon
Définir I'échantillon

Spécifigue au type d'etude réalisé

Mode de recrutement des sujets

Clé de répartition (ordinateur, tirage au sort,...)

Randomisation

Critere de maladie/non maladie

Critere d'exposition/non exposition a un facteur

Criteres d'inclusion et de non inclusion des sujets
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Updating the Minimal Important Difference for Six-Minute
Walk Distance in Patients With Chronic Obstructive

Pulmonary Disease

Anne E. Holland, PhD, Catherine J. Hill, PhD, Tshepo Rasekaba, BPhysio, Annemarie Lee, PhD,
Matthew T. Naughton, MD, Christine F. McDonald, PhD

ABSTRACT. Holland AE, Hill CJ, Rasekaba T, Lee A,
MNapghton MT, McDonald CF. Updating the minimal important
difference for six-minute walk distance in patients with chronic
obstructive pulmonary disease. Arch Phys Med Rehabil 2010;
91:221-5.

Objective: To establish (he minimal imponant difference
(MID) for the six-minuie walk distance (6MWD) in persons
with chronic obstructive pulmonary disease (COPD).

Design: Analysis of data from an observalional study using
distribution- and anchor-based methods o determing the MID
in EMWD.

Setting: Owipatient pulmonary rehabilitation program at 2
teaching hospitals.

Particlpants: Seventy-five patients with COPD (44 men) in
a stable clinical state with mean age 70 years (SD 9y). forced
expiratory volume in one second 32% (5D 21%) predicted and
baseline walking distance 359 meters (SD¥ 104m).

Interventions: Mot applicable.

Maln Outcome Measures: Participants completed the six-
minufe walk test before and afier a 7-week pulmonary rehabil-
itatien program. Participants and clinicians completed a global
rating of change score while blinded to the change in 6MWD.

Resulis: The mean change in 6MWD in participants wha
reported themselves to be unchanged was 17.7 meters, com-
pared with 60.2 meters in those who reported small change and
78.4 melers in those who reporied sobstantial change (P=
0041 Anchor-based methods identified an MID of 25 meters
(95% confidence interval 20-61m). There was excellent
agreement with distribution-based methods (23.5-26.5m,
w=.95). A change in 6MWD of 14% compared with baseling
also represented a clinically important effect: this threshold
was less sensilive than for absolute change (sensitivity .70
vs .B5).

Absolute change in 6MWI is a more sensitive indicator than
percenlage change from baseline. These data suppor the use of
6MWD as a patient-important outcome in research and clinical
practice.

Key Words: Exercise test; Qutcome assessment; Pulmonary
disease, chronic obstructive; Rehabilitation.

@ 2000 by the American Congress af Rehabilitation
Medicine

HE SIX-MINUTE WALK distance is an i L mea-

sure of functional exercise capacity in people with COPD.
The distance walked is associgted with clinical outcomes such
ns hospitalization and mortality.'~ Changes in 6MWD are uzed
lo evaluate the efficacy ur thﬁ'apeul.tc interventions including
pulmcnan' rehabilitation,” surgery.® and pharmaceutical man-
agcmem. In order to make treatment decisions based on the
6MWID, il is important o0 undersiand whether an observed
change in walking distance over time represents a clinically
importani effect.

The MID is defined as “the smallest difference in score in the
outcome of interest that informed patients or informed proxies
perceive as important and which would lead the patient or
clinician to consider a change in the nt.”" The ad-
vantage of defining an MID is that it con be used (0 determing
whether important changes in health status have occurred in
individual patienis. Recently, the existence of an MID for the
6MWD in patients with COPD has been questioned. A retro-
spective study using clinical trial data found a poor correlation
between change in 6MWD and patient-reported change on
quality of life questionnaires.” The suthors conclude that the
6MWD may not be an outcome of importance 1o patients and
thot no MID exists. However, walking tests and quality of life
questionnaires may measure different constructs in COPD.®
which could explain the inability of this methodology (o iden-
tify an MID for walking distance.

Methods for determining the MID can be classified as
anchor-baged or distribution-based. Anchor-based methods in-
volve comparing a patient” ;changeme o another measure of
clinically relevant change.” This approach recagmz.er. he im-
portance of patients’ perspective when assessing change in
their status, Distribution-based methods. cuch as the SEM™
and the efra:l smer” are bmll on the sml:su:a.‘l and psychum
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Quelques notions...

Biais d'attrition
Différences entre les groupes initiaux et les groupes finaux

Exemple : 2 groupes de n=100. Groupe A : 50 drop-out, 25 améliorations, 25 stagnations —
Groupe B : 0 drop-out, 25 améliorations, 75 stagnations. Si on n'analyse pas les drop-
out, 50 % d'amélioration dans le Gr A contre 25 % dans le Gr B. En revanche si on

analyse en intention de traiter...

Biais de confusion

Confusion entre les effets du traitement et les conséquences de la maladie (groupe-

controle)
Biais de sélection
Différence entre le groupe traité et le groupe témoin
Biais de suivi et d’évaluation

Différences de prise en charge ou d’évaluation entre groupes
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Stanford Prison Experiment

Philip Zimbardo fut professeur a Stanford de 1968 jusqu'a sa retraite en 2003. ||
mena cette étude en 1971...

Les sujets avaient été choisis pour leur stabilité. lls se prirent au jeu. L'étude
s‘arréta apres 6j au lieu de 15j... Un seul sujet exigea de sortir de I'étude!!!




Etapes de la démarche éthique

Conception du protocole
Création des différents documents

Envoi des documents au comité
d’éthique

Réception de la réponse et de |la
demande éventuelle de correction
Envoi des corrections

Approbation définitive



Etapes de la démarche éthique

e Conception du protocole

=

Déterminer le but de

I’étude et |a faisabilité

Evaluer le nombre de

sujets nécessaires

Rédaction précise de la

méthode utilisée

Préciser l'intérét clinique

<



Etapes de la démarche éthique

e Création des différents documents s | T

* Protocole court

e Formulaires
d’information et de
consentement (bilingue)

e Formulaire de demande

\/_




Etapes de la démarche éthique

Envoi des documents au comité
d’éthique

=

* Adjoindre I'assurance en
RC

* Réunion des membres
du comité d’éthique

e Personnes d’horizons

divers

\/



Etapes de la démarche éthique

* Réceptiondelaréponseetdela  mmm) | Réponse envoyée
demande éventuelle de correction endéans les 28 jours

e Comprend des

demandes

d’amendement

S




Etapes de la démarche éthique

Conception du protocole
Création des différents documents

Envoi des documents au comité
d’éthique

Réception de la réponse et de la
demande éventuelle de correction

Envoi des corrections mmm) | - Corriger les items
Approbation définitive * Envoyer une lettre de
réponse




Etapes de la démarche éthique

Conception du protocole
Création des différents documents

Envoi des documents au comité
d’éthique

Réception de la réponse et de la
demande éventuelle de correction

Envoi des corrections

Approbation définitive mmm) |+ Commencer




Ethiqgue vs Droit de I’Thomme

Ethigue médicale Droits de 'Homme
Opérer et transfuser Ne pas donner de sang

t
.\\ gine  sus

! H patique

4 7 .

e Histoire : Violetta C., 11 ans, atteinte de mucoviscidose, p rents
de Jehovah. Un jour elle a eu besoin d’une tips pour vivr



EudraCT

Base de données des essais cliniques interventionnels portant sur des

medicaments, soumis au CE et a I'autoritée compétente (Directive

& [ ] europa.eu | hitps//eud

£ma eurcpa.eu
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‘Home Help FAQ  Contact Us

[Access to EudraCcT

lv7>v8 XML Conversion

Welcome to the Community Clinical Trial System
Public Home Page

|EudraPharm EU CTR

|[Supporting Documents

[useful Links

[Subscribe to L&A

EudracCT is a database of all dinical trials commencing in the Community from 1 May 2004
onwards. It has been established in accordance with Directive 2001/20/EC.This site is the
sponsor and Paediatric Investigation Plan addressee (PIP addressee) interface which gives
these groups access to the EudraCT application. The groups may perform the following tasks:

Sponsor:

® Get a EudraCT number.
e Complete the Clinical Trial Application form, save as an .xml file on your computer, print
a pdf version of the Clinical Trial Application form.

PIP Addressee:

e Complete the Clinical Trial Application form, save as an .xml file on your computer and
print a pdf version of Clinical Trial Application form, upload the notification of a Third
Country trial that is part of a PIP to EudraCT.

Note: The information supplied by the Sponsors/PIP Addresses made public from EudraCT
database and also with the EU Clinical Trials Register. Sponsors/PIP Addresses completing and
submitting information are responsible for the quality, accuracy and completeness of the data
submitted.

IMPORTANT — Notification of System Upgrade

The EudraCT application has been upgraded to v8.1.3. This is a maintenance release required
to support the technical upgrade of certain Oracle software products which the EudraCT
application makes use of. No functional changes have been made in this release. Please refer
to the v8.1.3 Release Notes for further information.

If you have any queries, please contact the EudraCT Service Desk
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01/05/2004)

== Obtenir un numéro EudraCT

== Formulaire de demande
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ClinicalTrials

ClinicalTrials.gov

A service of the U.5. National Institutes of Health

ClinicalTrials.gov is a registry and results database of federally and privately supported clinical trials conducted in the United States and around the world. ClinicalTrials.gov gives you information

about a frial's purpose, who may participate, locations, and phone numbers for more details. This information should be used in canjunction with advice from health care professionals.
Read more...

# Search for Clinical Trials

Find trials for a specific medical condition or other criteria in the ClinicalTrials.gov registry. ClinicalTrials gov currently has 124 324 trials with locations in 179 countries.

P Investigator Instructions

Get instructions for clinical trial investigators/sponsors about how to register trials in ClinicalTrials gov. Learn about mandatory registration and results reporting requirements and US Public Law
110-85 (FDAAA).

P Background Information

Learn about clinical trials and how to use ClinicalTrials gov, or access other consumer health information from the US Mational Institutes of Health.

Summary
: Access to s Access to
Existence of of Summary Scientific
. full . full data
the trial protocol of results publication
protocol set

details

Clinical Trial Registry Results Database




ClinicalTrials : enregistrement

PRS Login Screen

ClinicalTrials.gov
Protocol Registration Svstem

£ ‘o FoA

Laogin
Welcome to the ClinicalTrials gov Protocol Registration System (PRS)
Organization:

User Name;

Password;

Login

OMB NO 0925-0588

Forgot password

PRS account registration information

Send email to Clinical Tnals gov Admnistration

http://reqister.clinicaltrials.gov




ClinicalTrials : enregistrement

Title FDA Oversight Sponsor  Summary

Unique Protocol TD: * a4

Brief Title: = ™
(Special characters)

Acrvnym;

Official Title:

Study Type: ¥ maas

FDA Regulated Intervention? ™44

IND/IDE Protocol? # (FDAAY)

E Cancel

Title: Amphotericin Alone or in Combination With Fluconazole for... NCT00145249 ID: 03-154

Srams  Design  Interventons Condions  Eliginility  Locations  Citatons  Links

Enter sponsoring crganization's unique identifier.

03-154

Use lay langnage.
Example: Safety Study of Recombinant Vaccinia Virus Vaceine to Treat Prostate Cancer
Amphotericin Alone or in Combination With Fluconazole for AIDS-Associa

If there 1s an acronym or abbreviation used to identify this study, enter it here.

Example: Phase 1 Study of Recombinant Vaccinia Virus That Expresses Prostate Specific Antigen in Metas
Adenocarcinoma of the Prostate

A Phase II Randomized Trial of Amphotericin B Alone or Combined With
Fluccnazele in the Treatment of AIDS-Assocliated Cryptococcal Meningiti

&  Interventional
¢ Observational
C  Expanded Acesss  About expanded access records

Indicate whether this trial includes an intervention subjeet to US Food and Drug Administration regulations
Yes b

Indicate whether the protocol is subject to US Food and Drug Administration regulations, under an [nvestigd

[IND) Application or Investigational Device Exemption (IDE).
Yes ¥

O NOTE: Secondary ID Type: data not entered.

Required by ClinicalTrials.gov
1




ClinicalTrials : études en cours

ClinicalTrials.gov Homa

Aservice of the US. National Institutes of Health

List Results Refine Search Results by Topic ||| Results on Map Search Details

Found 834 studies with search of: physiotherapy

o0 gatme e er on ECK
Canditions: Cancer Cavn Ons Cancer Orophuynges Radaoﬂteﬂpy Trismus
Intervention:  Other: physiotherapy

2 Completed itati a
Condmon Osteoarlhmls Hip
Interventions: Procedure: THA Physiotherapy, Procedure: No physiotherapy after THA
3 Unknown T Gl
Condition: Cemcal Dystoma
Intervention:  Other: Physiotherapy
4 Completed 3z 1
Condmon Multlple Scierosus
Intervention.  Other: Physiotherapy
5 Completed 4 e B
Condmon Vl‘ai Btonchmhls
Interventions: Procedure: Chest Physiotherapy with Forced Expiratary Technique; Procedure: Masopharyngeal Aspiration
6 Terminated the Immn atl e
Condmons Abdotmnal Surgary Splmmetry Chest Physuotherapy
Intervention: Other: chest physiotherapy
7 Recruiting 8
Condmon Pannnson Dtsease
Interventions: Other: Physiotherapy Intenventions; Other: Education Classes
8 Unknowmn

Condmon Osteaaﬂhnus of the Hip or Knee
Interventions: Procedure: Physiotherapy. Procedure: Affusion; Procedure: Affusion/ Physiotherapy

9 Not yet recruiting

Il el 3
Candmon Rchahi!ahon
Interventions: Procedure: standard physiotherapy. Procedure: experimental physiotherapy
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/ Physical Therapy

2101111

16th International WCPT Congress
20-23 June 2011 Amsterdam Holland
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[Poster Board # L1] The Effect Of Different Exercise Modalities On Dyspnea And Leg Fatigue In Healthy Subjects,
[Publication Page: A484§]

P. Sharma. M. Sc. Human Physiology. N.R. Moms, PhD, L. Adams. PhD

Gold Coast, QLD/AU

Ra:mnalr Dyspnea and leg fatigne are the principal symptoms hmiting exercise m mans. becommg especially

)! ical m v disease. These symiptoms are regarded as ansing respectively fmm the resp:mtmy
system and from penph.eral mmscles, and generally it is assumed that their mtensities can be rated 1 dently of one
another during an exercise bout. This study exammed the following hypotheses m healthy subjects: 1. at a giveu level of
exercise-induced ventilation. ratings of dyspnea are independent of exercise modalities mvolving different pattems of leg
muscle activation; 2. at a given level of oxygen consumption. ratings of leg fatigue are greater when a greater proportion
of the work 1s being done by the leg muscles.

Methodology: Following familiarization. 13 healthy subjects (29.5=7.6 years; 8 males) performed six 3-min exercise tests
on 3 separate days. randomized among: 2 steep slupe treadmill tests (speed ~4kph: gzade 25%), 2 fast speed treadmill tests
(speed ~Tkph; grade ~12%) and 2 bike tests. The two tests per day were separated by 30 min. Oxygen consumption (VO2.
L/mm), ventilation (VE.L/min}). and respiratory rate (fR) were measured breath by breath via a facemask/metabolic cart
(Cosmed). Heart rate (HE) was measured contimuously as was either intensity of dyspnea or leg fatisue usmg a 0 to 10
numerical scale with 0.5 resohation.

Results: Data were averaged over 30-second intervals and analysed using repeated measures ANOVA. Mean (5D values
for steep treadmill vs: fast treadmill vs. bike were: VO2 2.16 (0.37) vs. 2.00 (0.39) vs. 2.00 (0.41); VE50.1 (10.6) vs. 513
(10.8) vs. 50.9 (10.8); HR 140 (11) vs. 136 (14) vs. 130 (11); fR. 244 (5.5) vs. 25.0 (5.8) vs. 24.3 (4.4); dyspnea 3.0 (1.3)
vs. 3:1(1.6) vs. 3.5 (1.8) and leg fatigne 3.4 (1.5) vs. 3.2 (1.6) vs_ 3.5 (1.3} (see figure). All vanables were not statistically
syificantly different among the three conditions (p=0.03).

Conclusion: These findings support the hypothesis that m healthy subjects. at equivalent levels of cardiopulmonary stress.
perceived dyspnea mtensity reflects the level of respiratory drive mdependent of exercise modality. The findings do not
support the hypothesis that for equivalent cards iratory stress perceved leg fatigue reflects the mtensity or pattern of
leg muscle activation
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Conclusions

Faire de la recherche est accessible a tous!!!!

Travailler en equipe et se faire aider... Indispensable
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