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Research Study Information Sheet

CLEAN Joint Trial

Clinical Evaluation of ANtiseptic Skin Preparation in Revision Total Joint
Arthroplasty of the Hip and Knee

Patients who are:
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m * >18yearsold
.-. * Undergoing aseptic
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revision total hip or knee

/ arthroplasty

Chlorhexidine Gluconate- Alcohol Povidone-lodine

Main outcome:
Reoperation for wound complication or prosthetic joint
infection within one year of surgery

Outcomes will be assessed at 1 month and 12 months post-operatively. Other
outcomes of interest include:
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Surgical site infection Reopeltat!on Mortality
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Research Study Information Sheet

Have a question about this study? Contact the Site Lead (Principal
Investigator). [Dr. Ryan Hodgins, 41 Ramsey Lake Road, Sudbury ON, P3E5J1,
Phone No:705 523 7100 ext 5052, Fax: 705 671 789, Email:
rhodgins@hsnsudbury.ca]

Have a question about your rights, or ethical issues related to this study?
Contact the Chair of the Sunnybrook Research Ethics Board at (416) 480-6100
ext. 88144.

You have the right to withdraw from this trial at any time, for any reason. To
withdraw, please contact the Principal Investigator (see contact info, above),
who will inform the central study office, and no further data will be collected.
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Hoja de informacion del estudio de investigacion

Estudio conjunto CLEAN

Evaluacion clinica de preparacion antiséptica de la piel en la revisién de una
reconstruccion de la articulacidn (artroplastia) total de la cadera y la rodilla
(CLinical Evaluation of ANtiseptic Skin Preparation in Revision Total Joint
Arthroplasty of the Hip and Knee)

Pacientes que:

* Tienen 2 18 afios de edad
' * Se someten a una revision aséptica
Gluconato de clorhexidina - Alcohol Povidona yodada

luego de una artroplastia total de
. cadera o rodilla

@m

Parametro principal:
Reoperacion por complicacion de la herida o infeccidn de la articulacion
prostética en un lapso de un afo desde la cirugia

Los parametros se evaluaran al cumplir 1 mes y 12 meses desde la fecha de la
operacion. Otros pardmetros de interés:
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Infeccion del lugar de Reoperacion Mortalidad
la cirugia Rehospitalizacion

CLEAN Joint Trial Information
Sheet Version 1.1 - Spanish



IMPACTS

WWW.IMPACTSPROGRAM.CA

Hoja de informacion del estudio de investigacion

*  ¢Alguna preguntasobre el estudio? Comuniquese con el jefe del centro de
investigacion (investigador principal). [ Dr. Ryan Hodgins, 41 Ramsey Lake
Road,Sudbury ON, P3E5J1, Phone No:705 523 7100 ext 5052, Fax: 705 671
789 , Email: rhodgins@hsnsudbury.ca]

*  ¢Alguna pregunta sobre sus derechos o sobre problemas éticos en relacion
con el estudio? Comuniquese con el presidente del Comité de Etica de
Investigacién de Sunnybrook llamando al (416) 480-6100, ext. 88144.

*  Usted tiene derecho a retirarse de este estudio en cualquier momento sin
motivo alguno. Para retirarse, comuniquese con el investigador principal
(consulte la informacidn de contacto arriba), quien le informara a la oficina
central del estudio; de este modo, no se recopilaran mas datos.

CLEAN Joint Trial Information
Sheet Version 1.1 - Spanish
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Scheda informativa su uno studio di ricerca

Trial congiunto CLEAN

Clinical Evaluation of ANtiseptic Skin Preparation in Revision Total Joint Arthroplasty
of the Hip and Knee (Valutazione clinica di preparazione antisettica cutanea
nell'artroplastica articolare totale in revisione dell'anca e del ginocchio)

Pazienti che siano:
' * dieta eguale o superiore a 18
anni
* in procinto di sottoporsi ad
. artroplastica totale in revisione

/ \ asettica dell'anca o del ginocchio

Clorexidina gluconato-Alcool Povidone-lodio
Esito principale:
Nuova operazione per complicazioni della ferita o articolazione protesica
Infezione entro un anno dall'intervento
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| risultati saranno valutati a 1 mese e a 12 mesi dall'intervento Altri esiti di
maggior interesse comprendono:
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Infezione del sito Nuova operazione Mortalita
chirurgico Nuovo ricovero
CLEAN Joint Trial — Information Sheet 1

Version 1.1 - Italian
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Scheda informativa su uno studio di ricerca

Avete domande su questo studio? Contattate il Responsabile di Sito
(Investigatore Principale). [ Dr. Ryan Hodgins, 41 Ramsey Lake
Road,Sudbury ON, P3E5J1, Phone No:705 523 7100 ext 5052, Fax: 705
671 789 , Email: rhodgins@hsnsudbury.ca]

Avete domande sui vostri diritti o su questioni etiche legate allostudio?
Contattate la presidenza del Comitato Etico di Ricerca del Sunnybrook al
numero (416) 480-6100 int. 88144,

Avete diritto a ritiravi da questa sperimentazione in qualsiasi momento per
gualunque ragione. Per ritirarvi, contattate |'Investigatore Principale(vedere
informazioni che precedono), che informera I'ufficio centrale dello studio, ei
vostri dati non saranno piu raccolti.

CLEAN Joint Trial = Information Sheet
Version 1.1 - Italian
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Fiche d’information sur I’étude de recherche

Essai CLEAN Joint

Evaluation clinique de la préparation cutanée antiseptique dans les arthroplasties
de reprise totales de la hanche et du genou (CLinical Evaluation of ANtiseptic Skin
Preparation in Revision Total Joint Arthroplasty of the Hip and Knee)

»s
* agésde 18 ans ou plus

Q * quisubissent une reprise chirurgicale

...- . aseptique d’une arthroplastie totale

[~ de la hanche ou du genou

Les patients :

Gluconate de chlorhexidine-alcool Povidone-iode

Résultat principal :
Réintervention pour une complication de la plaie ou une infection de
la prothese articulaire dans I'année qui suit 'opération

Les résultats seront évalués 1 mois et 12 mois apres 'opération. D’autres
résultats intéressants comprennent :
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Infection du site chirurgical
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Réintervention Mortalité

Réadmission

CLEAN Joint Trial — Information 1
Sheet Version 1.1 - French
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Fiche d’information sur I’étude de recherche

Vous avez une question sur cette étude? Contactez le responsable du site
(chercheur principal). [ Dr. Ryan Hodgins, 41 Ramsey Lake Road,Sudbury
ON, P3E5J1, Phone No:705 523 7100 ext 5052, Fax: 705 671 789 , Email:
rhodgins@hsnsudbury.ca]

Vous avez une question sur vos droits ou des problémes éthiquesliés a cette
étude? Appelez le président du Comité d’éthique de la recherche de
Sunnybrook au 416 480-6100, poste 88144,

Vous avez le droit de vous retirer de cet essai a tout moment, peu importe la
raison. Pour vous retirer, veuillez contacter le chercheur principal (voir les
coordonnées ci-dessus), qui en informerale bureau d’étude central, et aucune
autre donnée ne sera collectée.

CLEAN Joint Trial — Information 2
Sheet Version 1.1 - French
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523 7100 ext 5052 , Fax: 705 o671 789 , Email:
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HEEMRARMEG? HiLHAFTAN (HEHREKE) B [ Dr.Ryan
Hodgins, 41 Ramsey Lake Road,Sudbury ON, P3E5J1, Phone No:705 523 7100
ext 5052, Fax: 705 671 789, Email: rhodgins@hsnsudbury.ca]
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CLEAN Joint Trial — Information Sheet
Version 1.1 - Chinese (Hong Kong)
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