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Problema Problem

- Desafios tempranos en implementacion,
reclutamiento y retencion.
= Barreras institucionales, del equipo y

personales limitan la ejecucién del ensayo.

Objetivos

e Mapear el proceso de reclutamiento a
enrolamiento.
Identificar barreras y facilitadores.
Proponer recomendaciones y soluciones.

=> Desafios iniciais na implementacao,
recrutamento e retengao.

- Barreiras institucionais, da equipe e
pessoais limitam a execugao do ensaio.

Objetivos

e Mapear os processos do recrutamento ao
ingresso.

e Identificar barreiras e facilitadores.

® Propor recomendacdes e solugdes.

=> Early challenges in implementation,
recruitment, and retention.

=> Institutional, team, and patient-level barriers
limit trial execution.

Aims

e Map processes from recruitment to
enrollment.

e |dentify barriers and facilitators.

® Propose recommendations and strategies

Disefio Desenho Desi
esign
- Marco Pathfinder - Prospectivo - Métodos ) . )
mixtos - Marco Pathfinder - Prospectivo - Métodos

- Host: Ensayo clinico multicéntrico para
tratamiento de neurocisticercosis
parenguimal leve.

mistos
- Host: Ensaio clinico multicéntrico sobre
neurocisticercose parenquimatosa leve.

- Pathfinder framework - Prospective - Mixed
methods

- Host: Multicenter clinical trial on mild
parenchymal neurocysticercosis.
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Pathfinder-1 study - NCC trial : PROGRESS

Study Phases and Procedures

PHASE

SPECIFIC AIMS

PREPARATION

a

CREATION

host processes

PROCESS MAP

Understanding of
the processes.

Real-life
implementation of
host study

PROCESS MAP
VALIDATION

Identify barriers

Initial outlining of

~«| DOCUMENTATION

Validate process
map

Identify barriers &
enablers
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PROCESS

COORDINATION
MEETINGS

INTERVIEWS

OBSERVATION

VALIDATION
WORKSHOPS

-4 » Coordinators

ACTORS

» Pathfinder Study

team
* Host Study Team

( » Study protocol \

* Procedure
manuals (SOPs)
* Training

\ materials /
( » Study doctors

* Recruiters

\ * Investigators /

* Recruiters

* Coordinators

* Patients

Host Study Team

OUTPUTS

Available approved
Protocol
Adapted tracker )

Documentation

Review Matrix

Process Verification

Checklist

/ Process Map
\ Draft

Process Map
(final)
Recommendations
Lessons learned

|/ Facilitators and
barriers
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Checklist

1
v i
i
elaboration 1

i Interviews |

i 1
{ Observation }

Process map
elaboration & |
workshops |

.

[ PREPARATION

I

PROCESS MAP CREATION

‘
[ MAP VALIDATION ]

Progress
Completed

In Progress
Not Started ()

[ BARRIERS AND FACILITATORS

]
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BARRIERS AND FACILITATORS — PRE TRIAL IMPLEMENTATION
e Institutional barriers generate the greatest burden. Strategies Proposed
e Team and Individual barriers can be managed through internal
interventions, training and support (Time management, limited Strategy Description
communicational skills, unclear responsibilities) . L
e Facilitators point to internal capacity of the team to adapt to complex 2 g:;r:::rdized Information th?::;ﬁiz,?;z{zm
situations. (Leadership, operational autonomy, and conflict resolution L data )
skills) [ |
O . . ) mproves teamwork
e No institutional facilitators identified. o5 Streamlined Coordination "‘2?{[2[2,?235
e The team has identified specific opportunities for improvement. ﬁ il
% Strengthened Enhanoss
= 6 § 2 = kill understandm_g and
m Institutional eeeeee Communication Skills collaboration
BARRIERS - 28 Team ee s - &
P e Enables quick
“individual ~ eeee ‘@] Visual Task Management tracking and
* decisions
1% Team 000 - .
FACILITATORS - & Individual 000 o (v ) Ensures
(){; Defined Responsibilities accountabilty and
clarity
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Pathfinder-1 study - NCC trial : PRELIMINARY RESULTS

PROCESS MAPPING

® Preliminary drafts of 5 macro processes of host study.
® Interviews data is enriching the maps.

e Identification of bottlenecks and critical points.

Which processes should be mapped in greater detail?

HOST STUDY MACRO PROCESSES

Pathfinder-1 STUDY
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> Preseleccién rapida » Inicio de tamizaje (?)
Contro de Imwestigocidm Centro de Mavestigocidn
llmmnnnmmldnma - - m,m:b
- Recibe al Candidato previas del candidato
[ - I Instruird 8l participante pars.
'k B
eriterios de seleccion

Pretamizaje
(ocmpe| e smote |

sintomas (progresidn de
enfermedad)

> Proceso Consentimiento Informado ™

¥ beneficios
- Responders preguntas
- Asegurar comprensidn
¥ Decision Voluntaria

/?Ianeamientu

» Reunir equipos del estudio
Investigador Lider
Investigador Principal
Estadistico
Monitor médico
Responsable de Aleatorizacién

Farmacéutico: Preparacién (sobres sellados),
istros del d
¥

investigador Principal Médico del estudio
Explica al candidato el [ Obtendrs fis [ciasa | « Realiza entrevista
estudio '{° o . - Historia clinica
+ fechay hora FCI firmade
| L - Examen fisico bassl

- Labaratorio

- Examenas audiliares

==

\ @namiemo \

» Desarrollar procedimientos

» Adguisicién de medicamentos *

Distribuye,
de la Disposicion y Contabilidad del medicamento

» Aprobaciones reglamentarias *
\ urcHaEl

RO -67

RO-1184

Y

» Inicio de Reclutamiento (etapa 1)

Consultorio/Hospitolizados

Enfermera o Personal del estudio ‘

- Contacta al potencial participante

" x 5
Explica el proceso
de pre-tamizaje
L] —
No deses | [ idesen
Pasa al Proceso
de Pretamizaje
‘C"/ Centro de tavestigocidn
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