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CURRENT STATUS - CLINICAL RESEARCH

• Widespread use of spreadsheets. 

• Without normalization in income fields 

• Without error control 

• Minimum or no coding of health items in HIS 
systems in production 

• Information redundancy 

• Islands of information in each research centre

Heterogeneity
different domain areas

Complexity
volume of information anda data format

Inconsistency
inadequate use of standards

troublesCDISC

SNOMED-CT

ICH

www.cdisc.org
www.ich.org

http://www.cdisc.org
http://www.ich.org


CURRENT STATUS - CLINICAL RESEARCH

• High standards in laboratory processes 

• Without standard in data management 

• Inefficient records in health data 

• Administrative tasks with problems 

• accounting 

• inventory 

• Data storage / backup? 

• Security and privacy of information? 

• No information system?



OPENDATACLINICA
Aguas de Ramón, Santiago, Chile



WHAT IS THIS?

is 
➤ management software 
➤ electronic data capture 
➤ report tool 
➤ database system 
➤ multi language 
➤ data analisys tool 
➤ open data science

is not 
➤ open-source software 
➤ hospital information system (HIS) 
➤ public access (users only) 
➤ on premises 
➤ for diagnosis (yet)

can become… 
➤ predictive analysis tool 
➤ HIIPA compliance (final version) 
➤ personal health records (PHR) 
➤ publish or perish for researchers 



Surveys Informed 
consent

Researcher Physician

Labs results

Patient-centred information from 
informed consent to clinical 
diagnostics are treated in 
anonymized form and under high 
security.



PLATFORM INTEGRATIVE

Omics 
data

Clinical 
data

HISSurveys

Data 
analysis

Dataset

Diagnosis?Biobank

Laboratory Research
Patient

Disease 
information

Personal 
information

The greatest challenge is to join 
the complex, heterogeneous and 
dispersed information in different 
areas of work. 

This can be achieved by 
establishing connections with the 
various systems, using standards 
as far as possible, or by 
establishing intermediate 
integration layers.



DEPLOYMENT

https://opendataclinica.org

Production

Development

Production



RELATIONSHIPS

Departamento de 
Urología 

Unidad de Cáncer 
de Próstata 

Neurosiquiatría 
Infantil

Departamento de Geriatría 

Centro de Investigación Clínica 
Avanzada 

Prospects

Current



ARCHITECTURE



INTEGRATIVE

Hospital
Universidad de 

Chile

HIS

Hospital San 
Borja

HIS

Biobanco
LIMS

Lab

LIS
Hospital 

?

The greatest challenge is to 
unite the complex 
heterogeneous and dispersed 
information in different areas of 
work. 
This can be achieved by 
establishing connections with 
the various systems, using 
standards as far as possible, or 
by establishing intermediate 
integration layers.



Pacientes 
alcanzados

Tiempo de desarrollo 
(meses)

Inversión en 
Hosting ($USD)

RR.HH 
75M



CLINICAL TRIAL



RESEARCH PROJECT

Define research centres and then 
research associated with those centres.

Each research project is independent or 
associated with a biobank.

Save meta-data for open science.



ELECTRONIC DATA CAPTURE

Generation of questionnaires and/or 
forms for data capture (EDC) through 
definitions by individual questions, or in 
batches based on an electronic 
spreadsheet.

Define the question, its type and format, 
range and the values of the answers.

Establish the order of the questions and 
the style of the form

Finally export to CSV file.

And transform this…



ELECTRONIC DATA CAPTURE

Transform data from a CSV file into a 
formatted form ready to be filled out.

And transform this…

…into this
with two clicks



DOCUMENTS

Manage all documentation associated 
with the research project, including:

‣ informed consent

‣ ethics committee report

‣ legal papers

‣ permissions

‣ other



Heinz Nicolai E., Dr. Med.  
Deputy Head of Urological 
Academic Unit,  
Department of Urology,  
Faculty of Medicine,  
Universidad de Chile,  
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Clinical Study 
“Evaluation of bacterial immunoprophylaxis in 
the prevention of uncomplicated repeat urinary 
tract infections” 
I.S.P. 19232/18 
HCSBA - Clínica Las Condes



Cancer Prostate Unit 
Urology Department

Use OpenDataclinica as a management system 
for cancer registration



Prostate
Cancer
Patient
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CARE
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IMAGING	
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SEXUAL	
THERAPY

PATHOLOGYST

CLINICAL	
NURSE

DATA	
MANAGER

Cancer Prostate Unit 
Urology Department

Within the structure defined for the prostate cancer 
unit. Opendataclinica will act as administrator of 
the clinical information, in all patient-oriented 
aspects.



CLINICAL RESEARCH

Clinical trial 
Researchers record information 
of any kind using flexible forms. 
They can search for donors for 
clinical trials based on certain 
criteria.

The screens presented may be 
subject to variation in the 
production version





Record detailed information about research centers



Define the main aspects of the research 
project, among others: 
• available to open science or not 
• multicenter 
• primary language 
• principal investigator 
• users 
• criteria selection 
• meta data



Define the main aspects of the research 
project, among others: 
• available to open science or not 
• multicenter 
• primary language 
• principal investigator 
• users 
• criteria selection 
• meta data



   Jane Doe (10.123.123-0)

Record patient and informed consent



Transform data from a CSV file into a formatted form ready to be filled out



   Jane Doe (10.123.123-0)



   Jane Doe (10.123.123-0)



PATIENT ENGAGEMENT



PATIENT-REPORTED OUTCOME

The flexibility of opendataclinica allows 
agglutinating a series of external initiatives, 
which store their information in the same 
centralized repository. 

We are involved in a series of alternative 
projects to increase and improve patient 
empowerment of their health information.

Diabetes

Child Epilepsy

Pain registry

Prostate cancer



Patient/Donor Physician Researcher



PATIENT ENGAGEMENT

Pain registry 
Can keep a specific record 
of your ailments and relate 
them to treatment.

Life style 
Daily activities and 
promotes a healthy life.

Nutrition 
Keeps track of your food 
and can be educated in 
your dietary diet

Therapy 
Increase adherence to 
recommended treatment 
and medication.



Health Record 
Record and manage access 
to your personal, health and 
family information. 



Therapies 
Increases adherence to 
recommended treatments 
and medications. 

Dr. Gerardo Fasce P. 
Deputy Head  
Geriatric Section



Dose Alert 
Plan all your medication 
reminders in the form of 
alerts sent via messages.  

Dr. Gerardo Fasce P. 
Deputy Head  
Geriatric Section



Pain and Symptom 
Recording 
Keeps a systematic record of 
pain events and symptoms 
that may be associated with 
your pathology. 

Palliative care Unit
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