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Aspectos Generales

FUndacion Privaga

Institucion sin animo de lucro

FHospitalUniversitario

Hospital de alta complejidad

A4°aN0S de Servicio:

L HOSPITAL CON ALMA

@
® E
R FO s



El Hospital en cifras - 2013

1,932 Colaboradores

13,690 Egresos

371 Camas (77 cuidado critico)
81,589 Estudios Radiologicos

11,785 Cirugias

Ejecucion presupuestal

$2?2mllmlllones 785,684 Ex. de Laboratorio

g 49,533 Urgencias
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Planteamiento Estrategico 2014 - 2020 F A bblotobénUribe

MISION
Brindar la mejor atencion en salud de alta complejidad y
contribuir a la generacion y tfransmision del conocimiento
en el marco del humanismo cristiano

PROPUESTA DE VALOR
Con una excelente
experiencia de servicio,

VISION . brindar soluciones a
Se( HogpquI , condiciones complejas
universitario lider, de salud, mediante
referente, conocimiento
centrado en el ser multidisciplinario y
humano,

trabajo en equipo,
adecuada
disponibilidad y
confinuidad de la
atencion, para
lograr los mejores
resultados clinicos a
costos equitativos

coordinado con
ofros agentes,
comprometido con
la comunidad y
trascendiendo al
mundo

Principios Valores FUTURO

Fecha de vigencia 13/01/2013
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1. Direccionamiento estratégico
2. Politica de calidad

2. Reclutamiento
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Geslionde
suministros
de apoyo

nterrelacion de P

FOCeS0S

Procesos de atencién de pacientes

s
\“a.

Gestion de
mejoramiento

Gestion de la
satisfaccion
delos clientes

Gestion
documental

Gestion de
tecnologia de
Informaciény
comunicacion

Gestion humana
y de salud
ocupacional

Gestion
ambiental

Gestion juridica

Gestion de
mercadeo

Docencia

Gestion de

ingenieria clinica

e infraestructura

Gestidn
financiera

Geslionde
direccionamiento

Gestion de la
informacién
clinica

Gestion
dela

historia clinica




* Persona o entidad

interesada
en realizar una
investigacion
con el HPTU
{Universidades,
grupos de
investigacion
Propios, casas
Farmacéuticas,
Colciencias,
Otros centros
de investigacion,
OPS, OMS)

* Direccion
del HPTU

* Entes reguladores

* |deas

* Proyectos de
investigacion

* Informes

* Politicas,
normas

| Procesos de nivel 2 I

Pre-estudio

Aprobacion

Inicio y desarrollo del
estudio

Cierre

* Publicacion
* Presentaciones
* Patentes
* Software

* Proyecto
Terminado

* Acta de cierre

* Cumplimiento

* Persona o entidad

interesada
en realizar una
investigacion
con el HPTU
{Universidades,
grupos de
investigacion
Propios, casas
Farmacéuticas,
Colciencias,
Otros centros
de investigacion,
OPS, OMS)

» Direccion
del HPTU

* Entes reguladores

A
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Pre-estudio

Encuesta de factibilidad

Aprobacion

Estudio de viabilidad

Evaluacion por parte del
Comité de Investigaciones
y Etica en Investigaciones

Inicio y desarrollo del

Formalizacion del contrato
o0 acta de compromiso

Implementacion del
proceso investigativo

estudio

Cierre

Desarrollar y entregar
informe parcial del estado
del estudio

Notificar cierre del estudio
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Divulgacién de resultados
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ICOMTEC

CERTIFICADO

DE GESTION
DE LA CALIDAD

Buenas Practicas Clinicas en

Investigacion por el INVIMA Realizacion de Investigaciones en
Resoluciéon 2011035725 del 20 de Salud por el ICONTEC NTC-ISO
septiembre de 2011 9001:2008, registro numero CO-SC1290-

16 del 27 d‘e 6] re de 2008
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lmrurc Cer"ﬂ a que el Sistema de Gestién de la Calidad d
CONTH ertifies that the Quality Management System of:

HOSPITAL PABLO TOBON URIB

ille 788 No, 69-240 Medellin, Antioquia, C

na sigo evaluado y aprobado con respacto a s requisitos esp pcificados

has been assessed and approved based on the specified
ISO 9001:2008 - NTC-1SO 9001:2008

cste Certificado es aplicable a las siguientes actividades

his certdicate is applicable 10 the following activities

Realizacién de
investigaciones en
salud

Execution of health
research

£sta aprobacion esta sujeta a que el sistema de gestion se mantenga de acuerdo con

requisitos especificados, 1o cual sera veriticado por ICONTEC
roval is subject to the maintenance of the management system acco

specified requirements, which will be verified by ICONTEC



HOSPITAL PABLO TQBON URIBE

Realizacion de
investigaciones en salud

Execution of health
research

Quality Management System
Yy & y

ISO 9001:2008

1
Vaidity date: 2
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Forms | Newsletter | ContactUs | LOGIN

Lear Connect

Tip Sheets

Tip Sheet 10 Financial Conflict
dicates that your organization follows rigorous of Interest of Researchers and
ality, and protections for human research. When you Research staff
ou earn a place among the world's most respected, Tip Sheet 26 Reviewing

organizations. Learn More>> Research Involving Adult
Participants with Diminished

Get Started » Functional Abilities

Tip Sheet 27 Guidance on
Equivalent Protections

View more »

Advance Newsletter What's New FEATURED CASE STUDY
Accreditation Guidance Using AAHRPP

As your Organization begins to Accreditation to Guide
Expansion

Upcoming Webinars in 2014

Advance, Spring Edition: March 2014: Newly Accredited i ’
New Accreditations Signal Organizations Include NIH And ConSId.EI’ a.pplymg for
AAHRPP's Value, Influence First In Middle East accreditation, take a look at the

Srhulman Accnriates Inctitufinnal

http://www.aahrpp.org/

®
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Forms Newsletter Contact Us LOGIN

Lean  Applys  Comnect:  Grow

About AAHRPP . . . | §|w]|=]=]+ 15
Accredited Organizations

Considering Accreditation
All listed Organizations are in good standing and are currently accredited.

Accreditation AAHRPP publishes the names of Organizations that receive Full or Qualified

Accreditation (see accreditation status for details on the categories of accreditation), date

Preparation Resources initially accredited, tyne of organization, and category of accreditation. For each
accredited Organizat . me and email address are provided. Listed under
Academic Institution . .
News Releases some names are add ions that are accredited because they are part of
. Contract Research .
the accredited Orgar organization Research Protection Program.
For Research Participants Dedicated Research
Because the accredit St -onfidential, AAHRPP does not release information
For Sponsors about applicants tha Govemment :ss of seeking accreditation or those that have

Hospital
Independent IRB
Research Institute

been placed in the A
Accreditation Revoke

ding, Reaccreditation-Pending, Probation,
n Withheld categories.

Sponsor

VA Facility
- Filter by Letter - + ‘ IHospitar 'l ‘— Filter by State -~ | ‘— Filter by Country - = | [ Reset J
Frequently Viewed S e —— ACCREDITATION
STATUS
‘L Tip Sheet 14 Non-compliance Ann & Robert H. Lurie Children's 09/13/2013 Hospital Full Accreditation
¥, Tip Sheet 25 Provisions in Hospital of Chicago

http://www.aahrpp.org/
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Programa de Proteccion de Investigacion en
Humanos

Conformado por tres dominios:
Dominio 1: Organizacion
Dominio 2: Comité de Etica en Investigacion

Dominio 3: Investigadores y Equipo de Investigacion



Programa de Proteccion de Investigacion en
Humanos

Programa de
educacion

Conflictos
de Interes

Equipo de
investigacion

Pharmacy

Plan !
Services

Organizacional

Cumplimiento
regulatorio

Sistema de
comunicacion

Contratacion y
financiacion

Comité de Etica

22



Proceso de Acreditacion

Autoevaluacion

!
I @vio aplica@

Evaluacion de Retroalimentacién : 2 :
; . » Presentacion materiales
materiales escritos

revisados
Visita — Evaluacion de
documentos practicas <«
Informe de visita 1

Respuesta del sitio
|

'Evaluacion Respuesta«

'Consejo de Acreditacion \ » Decision de Acreditacion

23



mlman] ggglity Colombian Quality in Health
Award — Gold Category
Firstand Only
S / ) 3

Colombian Qualityin
Management Award
2005-2006
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Certificaciones

Q. icontec

internaciona I

Premio Colombiano a la
Calidad de la Gestidon
Version 1999
Version 2006

Premio Calidad en )
salud Colombia Premios de

Categoria Oro calidad
2008 :

'3 *
--------------------------------------------------------------------------------------------------

Acreditacion _ Reconocimiento
ensalud ’ : en investigacion e
con excelencia PN\" LAY | innovacion 2012

N

, . ‘ Estimulos del pasado \
¢Como asumimos las
distinciones? Responsabilidades en el presente

Retos para el futuro
) -

ON ALMA
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Cumplimiento con el reporte oportuno de
Eventos Adversos Serios
Meta: 100%
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Satisfaccion con el servicio
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Patrocinador Pacientes Investigadores

Cliente
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EL HOSPITAL CON ALMA

R FO s



Software Fund@net

PROJECT RECRUITMENT
MANAGEMENT B FOLLOYWY UF

|
@
(J EL HOSPITAL CON ALMA
ﬂabbbbén Ueibe



Agenda

1. Direccionamiento estratégico
2. Politica de calidad

3. Reclutamiento

4. Etica

L CON

™ EL H
A A Pclo|oTobon U ri be




Revision de bases de datos
Tiempo de respuesta
Pago por la actividad

Amenaza: contratacion aseguradores
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Por el investigador
optimista vs conservador
Estudios competitivos

Tiempo de factibilidad vs inicio
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Often the most difficult task in a clinical trial involves obtaining sufficient study
participants within a reasonable time. Time 18 a critical factor for both scientific and
logistical reasons. From a scientific viewpoint, there is an optimal window of time

within which a clinical trial can and should be completed. Changes in medical
practice, including introduction of new treatment options, may make the trial outdated
before it is completed.

L.M. Friedman et al. Fundamentals of Clinical Trials




Research Open Access

What influences recruitment to randomised controlled trials? A
review of trials funded by two UK funding agencies

Alison M McDonald*!, Rosemary C Knight2, Marion K Campbell?,

Vikki A Entwistle!, Adrian M Grant!, Jonathan A Cook!, Diana R Elbourne?,
David Francis3, Jo Garcia?, lan Roberts?2 and Claire Snowdon?2

Address: 'Health Services Research Unit, University of Aberdeen, Polwarth Building, Foresterhill, Aberdeen, UK, 2Medical Statistics Unit, London
School of Hygiene and Tropical Medicine, Keppel Street, London, UK and *Centre for Research and Innovation Management, Brighton

Email: Alison M McDonald* - a.mcdonald@abdn.ac.uk; Rosemary C Knight - Rosemary. Knight@lshtm.ac.uk;

Marion K Campbell - m.k.campbell@abdn.ac.uk; Vikki A Entwistle - V.A Entwistle@dundee.ac.uk; Adrian M Crant - a.grant@abdn.ac.uk;
Jonathan A Cook - j.a.cook@abdn.ac.uk; Diana R Elbourne - diana.elbourne@lshtm.ac.uk; David Francis - d.1.francis@brighton.ac.uk;

Jo Garcia - j.garcia@ioe.ac.uk; [an Roberts - lan.Roberts@lshtm.ac.uk; Claire Snowdon - ems1000@ cam.ac.uk

* Corresponding author

Published: 07 April 2006 Received: 20 December 2005
Trials 2006, 7:9  doi:10.1186/1745-6215.7-9 Accepted: 07 April 2006
This article is available from: https//www.trialsjournal.com/content/7/1/9

© 2006 McDonald et al; licensee BioMed Central Ltd.
This is an Open Access article distributed under the terms of the Creative Commons Attribution License (http://creativecommons.orgl/licenses/by/2.0),

which permits unrestricted use, distribution, and reproduction in any medium, provided the original work is properly cited.

Trials 2006;7:9




Table 3: Recruitment in trials

Recruited successfully
Yes
No

Was recruitment target revised

Yes 42 (34.4)
No 76 (62.3)
Missing

Final recruitment figure

Original target:

> 100%

> 80% but < 100%

< 80%

Revised target:

> 100%

= 80% but < 100%

< 80%

Trials 2006;7:9
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ARTICLE

Reasons for participation and non-participation
in a randomized controlled trial: postal
questionnaire surveys of women eligible for
TOMBOLA (Trial Of Management of Borderline
and Other Low-grade Abnormal smears)

L Sharp?®, SC Cotton®, L Alexander<, E Williams®, NM Gray®, |M Reid®,
on behalf of the TOMBOLA group

nts
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ramme and other women;
ortions d gr
n would result in better care. The mo
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Clinical Trials 2006;3:431-442




Figure 1. Potential Health Benefit as a Reason for Participation

O Open-ended question, 1 reason per patient
OOpen-ended question, >1 reason per patient

® Closed-ended question, 1 reasen per patient

M Closed-ended question, >1 reason per patient
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Daugherty Rodenhuis Mattson Wilcox  Henzlova Yuval Jenkins  Penman  Toma- Itoh Daugherty
Open-ended Study michel Closed-ended

Error bars represent 95% confidence intervals using the Wilson score method.(18)

ECRI Evidence Report. April 2002, Issue 74




Figure 2. Physician Influence as a Reason for Participation

0 Open-ended question, 1 reason per patient
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Error bars represent 95% confidence intervals for proportions using the Wilson score method.(18)
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Figure 3. Potential Benefit to Others as a Reason for Participation
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Error bars represent 95% confidence intervals for proportions using the Wilson score method.(18)
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Figure 4. Results of Random-Effects Calculations: Reasons for Participation
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Error bars represent 95% confidence intervals.
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A systematic review of reasons for
nonentry of eligible patients into
surgical randomized controlled trials

Ned S. Abraham, MBBS (Hons), MM (5yd), FRACS, FRCS {E.ngl]l.a’h Jane M. Young, MBBS, MPH,
PhD, FAFPHM,™ and Michael J. Solomon, MBBCh (Hons), MSc (ClinEpid), FRACS,™* Coffs Harbour

cened Sydney, Auwstralia

Barriers to participation in clinical trials of cancer: a meta-
analysis and systematic review of patient-reported factors

Edward | Mills, Dugald Seely, Beth Rachlis, Lauren Griffith, Ping Wu, Kumanan Wilson, Peter Ellis, James R Wright

Why patients don’t take part in cancer clinical trials: an
overview of the literature

K. COX, PROFESSSOR, PHD, BSC, RN, Faculty of Medicine and Health Sciences, School of Nursing, University of
Nottingham, Nottingham & J. MCGARRY MMEDSCI, PGDIP (MEDICAL ETHICS), BA(HONS), RGN, RMN, RESEARCH
ASSISTANT, Faculty of Medicine and Health Sciences, School of Nursing, Medical School Room B50, University of

Nottingham, Nottingham



Figure 6. Results of Random-Effects Calculations: Reasons Against
Participation
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Recruitment for Controlled Clinical Trials:
Literature Summary and
Annotated Bibliography

Laura C. Lovato, MS, Kiristin Hill, BA,
Stephanie Hertert, MEd, Donald B. Hunninghake, MD,
and Jeffrey L. Probstfield, MD

Fred Hutchinson Cancer Research Center, Public Health Sciences, Seattle, Washington
(L.C.L., KH., ] L.P.); Center for Health Research, Kaiser Foundation Hospital,

(S. H.); Department of Medicine and Pharmacology, University of Minnesota, Minneapolis,
Minnesota (D.B.H.); and Departments of Medicine and Epidemiology, University of
Washington Health Sciences Center, Seattle, Washington (J.L.P.)

Control Clin Trial 1997;18:328-357
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Strategies to improve recruitment to randomised controlled
trials (Review)

Treweek S, Mitchell E, Pitkethly M, Cook J, Kjeldstrom M, Johansen M, Taskila TK, Sullivan
F, Wilson S, Jackson C, Jones R, Lockhart I’

THE COCHRANE
COLLABORATION®

Treweelk 5, Mitchell E, Pitkethly M, Cook |, Kjeldsirom M, Johansen M, Taskila TK, Sullivan F, Wilson 5, Jackson C, Jones

R, Lockhart P. Strategies to improve recruitment to randomised controlled trials. Cochrane Darabase af Systematic Reviews 2010, Issue
4. Art. No.: MR000013. DOI: 10.1002/14651858.MR000013.pubs.




Main results

We identified 45 eligible trials (18 new to this update) with more than 41,239 participants. There were 40 studies involving interventions
aimed directly at trial participants, while five evaluated interventions aimed at people recruiting participants. All studies were in health

care.

Some interventions were effective in increasing recruitment: telephone reminders to non-respondents (odds ratio (OR) 1.95, 95% CI
1.04 to 3.606; two trials, 1058 participants), use of opt-out, rather than opt-in, procedures for contacting potential trial participants (RR
1.39, 95% CI 1.06 to 1.84; one study, 152 participants) and open designs where participants know which treatment they are receiving
in the trial (RR 1.22, 95% CI 1.09 to 1.36; two studies, 4833 participants). However, some of these strategies have disadvantages,
which may limit their widespread use. For example, opt-out procedures are controversial and open designs are by definition unblinded.
The effects of many other recruitment strategies are unclear; examples include the use of video to provide trial information to potential

participants and modifying the training of recruiters. Many studies looked at recruitment to hypothetical trials and it is unclear how

applicable these results are to real trials.

Authors’ conclusions

There are promising strategies for increasing recruitment to trials: telephone reminders; requiring potential participants to opt-out of
being contacted by the trial team regarding taking part in a trial, rather than them having to opt-in, and open designs. Some strategies
(e.g. open trial designs) need to be considered carefully before use because they also have disadvantages. For example, opt-out procedures

are controversial and open designs are by definition unblinded.

Treweek 5, Mitchell E, Pitkethly M, Cook |, Kjeldstroam M, Johansen M, Taskila TK, Sullivan F, Wilson 5, Jackson C, Jones
R, Lockhart P. Strategies to improve recruitment to randomised controlled trials. Cochrane Darabase af Systematic Reviews 2010, Issue
4. Art. No.: MR000013. DOI: 10.1002/14651858.MR000013.pubs.



Factors that Influence the Recruitment of Patients to
Phase Ill Studies in Oncology

The Perspective of the Clinical Research Associate

James R. Wright, B.sc., mp."2

Dauna Crooks, RN, BScN., MScN., D.NS3
Peter M. Ellis, mo., ph.n."2

Deborah Mings, RN, 0.C.N, MH.sc.?

Tim J. Whelan, s.m, B.ch., msc.'™

" Hamilton Regional Cancer Centre, Cancer Care
Ontario, Hamilton, Ontario, Canada.

2 Department of Medicine, McMaster University,
Hamilton, Ontario, Canada.

3 Supportive Cancer Care Research Unit, Hamilton
Regional Cancer Centre, McMaster University,
Hamilton, Ontario, Canada.

* Department of Nursing, St. Peters Hospital, Ham-
ilton, Ontario, Canada.

BACKGROUND. The multiple determinants of a patient’s decision to enter into a
clinical trial have been explored largely from the perspectives of patients and their
physicians. Little research has involved clinical research associates (CRAs) for-
mally, despite their central role in the process of recruitment. The current study
was initiated to explore the factors that influence the decision of patients with
cancer regarding clinical trial entry, specifically from the perspective of the CRA.
METHODS. Two focus groups of CRAs from the Hamilton Regional Cancer Center
were organized. A skilled facilitator guided both groups through exploratory and
subsequent confirmatory phases of discussions, which were audiotaped for review
and coding using a process of consensus employing intercoder triangulation.
RESULTS. The two groups identified a number of factors that they believed influ-
enced the recruitment process. Numerous physician and patient factors were
reaffirmed, such as the impression of the scientific merit of a study or the sense of
personal benefit, respectively. More uniquely, CRAs identified information transfer
within the informed consent process as a major aspect of their specialized role. It
was believed that full disclosure of information, in terms of both the content and
the techniques and styles of delivery, was an important predictor of recruitment
success. The groups quickly reached consensus on which factors they believed
were the most important overall with respect to influencing study recruitment.
CONCLUSIONS. CRAs appear to have a unique role in the process of recruiting
patients to active clinical trials. They believe that they have an important influence




Table 5: Most commonly reported strategies to improve

recruitment (N = 122)

STRATEGY

No. trials

Newsletters/mail shots/flyers (to clinical staff and/or
patients)

Regular visits/phone calls to wards/sites/practices
Posters/information leaflets in clinics/wards/notes
Inclusion criteria changed/protocol amended

Presentations to appropriate groups eg at consultant
meetings/community based physiotherapists etc

Resource manual for site staff/trained staff in disease
area/procedures being investigated/role play exercises/
study day/workshops for recruiters

Advertisement/articles in newspapers/journals; radio
interviews

Presentations at national/international meetings
Employed extra staff

Investigators'/recruiting staff meetings
Training/information videos

Incentives for recruiters eg prize draw, chocolates etc

Trial material revised/simplified/customised for specific
sites

Visits to centres by Pls/senior members of study group
Repeated contact by phone/letter to individuals/sites

Increased/changed time points when information
provided to potential participants

Supportive statements from opinion leaders

26

I5
I3
12

Trials 2006;7:9
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Study Treatment Relative Risk Relative Risk
95%Cl 95% Cl

Trial design —  Avenell et al 2004 (5)
« ~ Hemminki et al 2004 (6)
« . Cooper et al 1997 (7)
Type of recruitment personnel —  Donovan etal 2003 (8)
“ . Quinauxetal 2003 (9)
Sociocultural - Larkey — Untrained non-Hispanic v Untrained Hispanic (10)
“ - Larkey — Trained Hispanic v Untrained non-Hispanic (10)
- Larkey — Trained Hispanic v Untrained Hispanic (10)
- Fordetal -AvD’ (11)
- Fordetal -CvD™ (11)
- Fordetal-BvD" (11)
Strategies for contacting patients Aaronson et al 1996 (16)
“ Kiernan et al 2000 (12)
Valanis et al 1998 (13)
Kendrick et al 2001 (14)
Nystuen & Hagen 2004 (15)
Trial administration Litchfield etal 2005 (17)
Incentives -  Martinson et al 2000 (18)

01 02 05 1 2 5 10
Favours control Favours intervention

" Ford — Recruitment process C was more intensive than B, which was more intensive than A. Recruitment process D = control and included the trial’s
standard recruitment procedures.
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Strategies for Increasing Recruitment to Randomised
Controlled Trials: Systematic Review

Patrina H. Y. Caldwell'?*, Sana Hamilton', Alvin Tan?, Jonathan C. Craig"**

1 Centre for Kidney Research, The Children's Hospital at Westmead, New South Wales, Australia, 2 Discipline of Paediatrics and Child Health, University of Sydney, New
South Wales, Australia, 3 The Children’s Hospital at Westmead, New South Wales, Australia, 4 School of Public Health, University of Sydney, New South Wales, Australia

Abstract

Background: Recruitment of participants into randomised controlled trials (RCTs) is critical for successful trial conduct.
Although there have been two previous systematic reviews on related topics, the results (which identified specific
interventions) were inconclusive and not generalizable. The aim of our study was to evaluate the relative effectiveness of
recruitment strategies for participation in RCTs.

Methods and Findings: A systematic review, using the PRISMA guideline for reporting of systematic reviews, that compared
methods of recruiting individual study participants into an actual or mock RCT were included. We searched MEDLINE,
Embase, The Cochrane Library, and reference lists of relevant studies. From over 16,000 titles or abstracts reviewed, 396
papers were retrieved and 37 studies were included, in which 18,812 of at least 59,354 people approached agreed to
participate in a clinical RCT. Recruitment strategies were broadly divided into four groups: novel trial designs (eight studies),
recruiter differences (eight studies), incentives (two studies), and provision of trial information (19 studies). Strategies that
increased people’s awareness of the health problem being studied (e.g., an interactive computer program [relative risk (RR)
1.48, 95% confidence interval (Cl) 1.00-2.18], attendance at an education session [RR 1.14, 95% Cl 1.01-1.28], addition of a
health questionnaire [RR 1.37, 95% Cl 1.14-1.66]), or a video about the health condition (RR 1.75, 95% Cl 1.11-2.74), and also
monetary incentives (RR1.39, 95% Cl 1.13-1.64 to RR 1.53, 95% Cl 1.28-1.84) improved recruitment. Increasing patients’
understanding of the trial process, recruiter differences, and various methods of randomisation and consent design did not
show a difference in recruitment. Consent rates were also higher for nonblinded trial design, but differential loss to follow
up between groups may jeopardise the study findings. The study’s main limitation was the necessity of modifying the
search strategy with subsequent search updates because of changes in MEDLINE definitions. The abstracts of previous
versions of this systematic review were published in 2002 and 2007.

Conclusion: Recruitment strategies that focus on increasing potential participants’ awareness of the health problem being
studied, its potential impact on their health, and their engagement in the learning process appeared to increase recruitment
to clinical studies. Further trials of recruitment strategies that target engaging participants to increase their awareness of the
health problems being studied and the potential impact on their health may confirm this hypothesis.

PloS Med 2010;7:(11)

Please see later in the article for the Editors’ Summary.
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Razones de falla en las metas:

Confianza en remision de colegas
Sobreestimacion de pacientes potenciales

No implementar estrategias de reclutamiento
multiples

No tener planes de contingencia
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Mass Mailing and Staff Experience in a Total

Recruitment Program for a Clinical Trial:

The SHEP Experience

Nora Cosgrove, RN, Nemat O. Borhani, MD, MPH,!
Geri Bailey, RN, Patty Borhani, Julie Levin, BA,

Mary Hoffmeier, RN, Susan Krieger, RN,

Laura C. Lovato, MS, Helen Petrovitch, MD,

Thomas Vogt, MD, MPH, Alan C. Wilson, PhD,

Vincent Breeson, MD, Jeffrey L. Probstfield, MD, for the
Systolic Hypertension in the Elderly Program (SHEP)

Cooperative Research Group
UMDN]-Robert Wood [uuu 501 ’Hr dical School f\ C.,S.K,AC l\ ), ”HIUF fhr ah al mumu
df’ E'th ’ g il "_'

( ) —‘L \HLEI En rm da "uLmu :mf rl P? :mf
Hmn ersity of Wasl rington School of Medicine (J.L.P.)

Controlled Clin Trials 1999;20:133-148




Table1 Clinical Trials Recruitment Strategies and Their Use in SHEP

Recruitment strategies used throughout
Mass mailings
Mass screenings
Media exposure, both paid and unpaid
Hospital and clinic chart review
Recruitment strategies discontinued
Referrals from medical practice
Referrals from blood banks
Referrals from clinical laboratories
Referrals from previous and on-going clinical studies
Recruitment strategies not used
Occupational screenings

Controlled Clin Trials 1999;20:133-148




Table 3 Summary of Screening and Recruitment Activities in SHEP

Median Range Median % Range %
All Clinics  All Clinics Randomized Randomized
Total Initial Contact Visits 447 921 19,648 3,928-67,123 1.3 0.4-10.1
Eligible Initial Contact Visits 11,919 696 329-1,313 47.3 20.8-81.6
Randomized 4,736 294 33-599 100.0 100.0

Controlled Clin Trials 1999;20:133-148




Payment to healthcare professionals for patient
recruitment to trials: a systematic review

J Bryant, | Powell

Establishing the clinical and cost effectiveness of
interventions in healthcare largely depends on good
quality randomised controlled trials (RCTs). One

element of quality in RCTs is the recruitment of

sufficient participants to test a priori hypotheses
with statistical confidence and to minimise bias.' How-
ever, many RCTs fail to meet their recruitment
targets.’

One strategy to increase recruitment to trials
is to pay healthcare professionals to recruit subjects
either by providing financial incentives or by
reimbursing excess costs incurred. Many pharma-
ceutical companies provide inducements but this is
not common practice in publicly funded research
programmes. Such programmes need to have
confidence that payments are worthwhile. We did a
systematic review, therefore, to synthesise the evidence
on the payment to healthcare
professionals for patient recruitment to trials.

effectiveness of

and the attitudes and characteristics of clinicians in
relation to some financial incentive or reimbursement
(table).

None set out to test a hypothesis; all relied on
finding associations between characteristics of the
practice or clinician and patient recruitment. Other
methodological limitations included lack of control
groups, self selection of respondents, and inadequate
data analysis.

One primary care study reported no relation

between mcentive driven motivation and number of

patients recruited’; the other primary care study” did
not report a correlation between financial reimburse-
ment and recruitment rates but concluded from
multivariate analysis that patient recruitment by
general practitioners may be aided by a range of strat-
egies, including financial incentives. The hospital
based study reported that payment to the participat-
ing clinics was considered to be of only minor impor-
tance for both participation in trials and for recruiting
patients.’

Wessex Institute for
Health Research
and Development,
I?Il]l[]]'l,"\.l M ](l.
University of
Southampton,
Southampton
SO16 7PX

] Bryant

senior research fellow

Section of Public
Health and
Epidemiology,
Warwick Medical
School, University
of Warwick

] Powell

senior clinical lecturer

Correspondence to:

] Bryant
J-SBryant@

soton.ac.uk

BM]J 2005;331:1377-8

BMJ 2005;331:1377-8




Many randomised controlled trials fail to recruit
their target number of participants, which has
implications for the validity of their findings

Privately funded research often provides financial
incentives to increase patient recruitment, but
this is less common in publicly funded

research

Evidence on the effectiveness of payment to

healthcare professionals for recruiting patients to
trials 1s lacking; funding bodies must consider
whether to extrapolate from the evidence of
eftectiveness of financial incentives in other areas

or to undertake new work

BMJ 2005;331:1377-8
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You are how you recruit: a cohort and randomized
controlled trial of recruitment strategies

Abstract

Background: Recruitment is a challenge in developin

BMC Medical Research Methodology 2014, 14:111




Odds ratio (OR) of recruiting a pregnant woman
by recruitment method* (n=2685)

In-clinic

Media

Free-media

Paid-media

radeshows

Mo raffle was held

A raffle was held

Number Odds ratio p-value
of recruits [95% ClI

28% Reference

Goodness of fit (p-value) = 0.79 (not significant indicating good fit).
*Analysis controlled for recruiting study, gestational age and family

BMC Medical Research Methodology 2014,

14:111




Bases de datos

HCE

Canal HPTU-TV
Contacto con colegas
Call Center del Hospital
Avisos en el Hospital
Boletin En Familia
Periédico El Colombiano




Fecha de

Tipo de estrategia implementacion

Avisos en carteleras del Hospital

Aviso en boletin En Familia

Feuniones en grupo primario de especialidades

_ontacto con colegas de otras instituciones

Contacto con otras IPS o ERS

Aviso publicitario en prensa pagado

Aviso academico en prensa no pagado

Feunidn de grupos de pacientes potenciales para tamizaje.,
ejemplo de La Quintana

9. Rewvision de bases de datos de pacientes del Hospital

10, Conversatorios en emisoras de radio

11. Asistir a las Unidades Intermedias de Salud o Centros de
segundo nivel de atencidn

12, Comidas con médicos potenciales remisores de pacientes
13. Pacientes tomados de la consulta médica del investigador
principal

14 Flegable con informacidn de la unidad de investigaciones
1% Yolantes invitando al estudio de investigacion y se reparten
por las zonas comunes del hospital

16. Reunidon académica con los medicos generales v
especialistas de interes.

17 Informacién en los club de revistas del hospital

18 Stand promocional con la unidad de investigaciones

00| | | s o ra|
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NOTICIA [INFORMA / TIEMPO DE LECTURA: 2 MIN.]

MARIO ALBERTO DUCUE CARDOZO
Meddln

de ellos sufriran de un de-
terminada cefalea denomi-
nada migrana.

Esas son las estadisticas

ara efectos de este
cilculo, supdéngase
que se reinen 100
hombres ¥ 100 muje-

res en un salén.
Dieciocho de ellas v seis

/
de Estados Unidos, que
para el caso, refleja lo co-
mun que resulta este pade-

cimiento que puede llegar a

e i a1 EL HOSPITAL PABLO Tobon Uribe adelanta una investigacion sobre este tipo de cefaleas y
neurslogo Basilio Vagner g|] relacion con la enfermedad coronaria. La unidad de investigaciones esta, ademas,

del Hospital Pablo Tob6n

Uribe, no se trata de un sim- - DUSCANd0 pacientes que hagan parte del estudio.

ple dolor de cabeza.

“Es mas intenso ¥ puede es-
tar asociado con otras patolo-
glas, como las enfermedades
cardiovascular o cerebrovas-
cular”, indica el especialista.

El dolor puede ser de inten-
sidad variable, agrega el neu-
rologo v afirma que “asi como
hay unas incapacitantes, hay
otras tolerables”.

Ademds, aclara, no es sola-
mente una forma de dolor de
cabeza, es un complejo multi-
sintomético que presenta re-
percusiones en distintos nive-
les del organismo, dentro de
los cuales la cefalea es la re-
presentacion mas importante.

L L It I

.

Il_lp_ mal comiin

Provaloncia e 1a migrafa
Hombres 6%
Mujsres 18%

Sintomas

Nalar hamisranaal n hilatoral

EL HOSPITAL CON ALMA
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NOTICIA [CONECTA / TIEMPO DE LECTURA: 2 MIN.]

E I y EN EL HOSPITAL Pablo Tobén Uribe

c O r az o n adelantan una investigacion sobre
colesterol en nifios entre 6 y 11 afios. Se
requieren voluntarios.

se cuida desde los dos anos de edad

Hay que sensibilizar a
la ciudadania que la
enfermedad cardiovas-
cular se previene desde
que se tienen dos anos
de vida. El gen corre
por familias e incluso
puede pasar de abuelos
a nietos

EL HOSPITAL CON ALMA

\J PabloTobénUribe

El Colombiano, jueves 29 de octubre de 2009 -




En el Hospital Pablo Tobén Uribe
se estan realizando investigaciones

con nuevos medicamentos para el fratamiento
de las siguientes enfermedades:

Artritis reumatoide

Céncer de seno

Colitis ulcerativa

Diabetes mellitus

Linfoma

Lupus entematoso sistémico

S 20 2 T T

iRecuerde, SU PARTICIPACION ES IMPORTANTE
para obtener los mejores resultados y Usted
puede beneficiarse!

©

Premers y dous drsteuodn Aceditada coa Exceleacs

ICOMNTEC

CONTAMOS CON

DOBLE

CERTIFICACION

Si Usted, un fomiliar © un conocido estén interesados
en participar en alguna de nuestras investigociones,
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Unidad de Investigacione: §
Calle 78 B No. 69.240, Noveno Pizo [l
Teléfono: 360 4788 Opcién 5 %
Fax: 445 9758, teléfono celulor: 314 783 2375 I~
Correo electrénico: investigociones @hpty.org.co ;
Péagina web: %
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Adelantamos estudios clinicos sobre nuevos
tratamientos para pacientes con falla cardiaca, diabetes
mellitus, cancer de seno, artritis, lupus, hipertension
arterial-obesidad, colitis ulcerativa y otras
enfermedades.

Si usted, un paciente o
un conocido estan
intferesados en
parlicipar, puede
contactarnos asi:

>

Teléfono: 360 47 88 Opcién 5
Teléfono fijo dia: 445 97 53 Fax: 445 97 58
Teléfono celular: 314 783 2375

E-mail: investigaciones@hptu.org.co
Pagina Web:
http://www.hptu.org.co/investigacionescomunidad/

Calle 78 B # 69 - 240 Noveno piso
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Clinical and epidemiological research

EXTENDED REPORT

S A randomised, double-blind, parallel-group study to
demonstrate equivalence in efficacy and safety of
CT-P13 compared with innovator infliximab when

coadministered with methotrexate in patients with
active rheumatoid arthritis: the PLANETRA study

OPEN ACCESS

Dae Hyun Yoo,' Pawel Hrycaj,” Pedro Miranda,® Edgar Ramiterre,”

Mariusz Piotrowski,” Sergii Shevchuk,® Volodymyr Kovalenko,” Nenad Prodanovic,®
Mauricio Abello-Banfi,” Sergio Gutierrez-Urefia,'® Luis Morales-Olazabal, "’

Michael Tee,'? Renato Jimenez,'> Omid Zamani ' Sang Joon Lee, HoUng Kim,'©
Won Park,'” UIf Miiller-Ladner'®

Yoo DH, et al. Ann Rheum Dis 2013;72:1613-1620. doi:10.1136/annrheumdis-2012-203090




n=1,077
All screened

y

n =606
All patients randomised

n =460
Screening failures*

Reasons:

* Inclusion f exclusion criteria not met
{n = 367)

+ Patient withdrew consent (n = 19)

* Other (n=74)

A
n =606
All patients treated

Intent-to-treat: n = 606
Per-protocol population: n = 489
Safety population: n = 602
+MTX (12.5-25 mgiveek) +MTX (12.5-25 mgiweek) PK population: n = 581
+ folic acid (25 mgiweek) + folic acid (=5 mghveek) PK (ADA negative) population: n = 280
| PD population: n = 582

' ' v .

n= 255 n=47 n =260 n=44
Completed Withdrawn prior Completed Withdrawn prior
Week 30 visit to Week 30 Week 30 visit to Week 30

l l Study analysis populations
n =302
CT-P13 (3 mg/kg)

n =304
INX (3 ma/kg)

Adverse event (28)
Patient withdrew consent (11)
Protocol violation (4)
Lack of efficacy (4)

Adverse event (26)
Patient withdrew consent (14)
Protocol violation (2)
Malignancy (2)

Figure 1  Flowchart of patient disposition. A total of 1077 patients were screened for the study, and 606 eligible patients were randomised into a
CT-P13 group (N=302) or an innovator infliximab (INX) group (N=304) to receive 3 mg/kg of CT-P13 or INX, respectively, coadministered with
methotrexate (MTX) and folic acid. All 606 randomly assigned patients were included in the intention-to-treat population. A total of 107 out of 606

randomised patients were excluded from the per-protocol population due to the various protocol violations. *Eleven patients from a potentially
fraudulent study site were excluded from analyses. I

Yoo DH, et al. Ann Rheum Dis 2013;72:1613-1620. doi:10.1136/annrheumdis-2012-203090
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Stenting and Medical Therapy
for Atherosclerotic Renal-Artery Stenosis

Christopher J. Cooper, M.D., Timothy P. Murphy, M.D., Donald E. Cutlip, M.D., Kenneth Jamerson, M.D.,
William Henrich, M.D., Diane M. Reid, M.D., David J. Cohen, M.D., Alan H. Matsumoto, M.D.,
Michael Steffes, M.D., Michael R. Jaff, D.O., Martin R. Prince, M.D., Ph.D., Eldrin F. Lewis, M.D.,

Katherine R. Tuttle, M.D., Joseph I. Shapiro, M.D., M.P.H., John H. Rundback, M.D., Joseph M. Massaro, Ph.D.,
Ralph B. D’Agostino, Sr., Ph.D., and Lance D. Dworkin, M.D., for the CORAL Investigators*

N Engl J Med 2014; 370:13-22
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All the analyses were performed on an inten-
tion-to-treat basis. All participants who under-
went randomization were included in the inten-
tion-to-treat analyses with the exception of the
16 participants (8 in each group) who were en-

rolled at a single site at which scientific integrity
issues were identified; an administrative deci-
sion was made to exclude the data from these
participants from the intention-to-treat analysis

N Engl J Med 2014; 370:13-22
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