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I Prologo

Fuente: Uppsala Monitoring Centre
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Fuente: OpenAl. (6 de octubre de 2023). Imagen generada por ChatGPT para ilustrar o s ‘ "
conceptos del Dato. INVIMAQO | Te Acompana




¢, COmo proceso
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. Qué “datos”
utilizo?

Fuente: OpenAl. (6 de octubre de 2023). Imagen generada por ChatGPT para ilustrar \/ I .
conceptos del Dato. INVIMa | Te Acompanha
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Datos Estructuradps

Fuente: OpenAl. (6 de octubre de 2023). Imagen generada por ChatGPT para ilustrar

conceptos del Dato.

ENCUENTRO
NACIONAL DE
FARMACOVIGILANCIA

Informacién tabulada:
Medicamentos prescritos
Medicamentos dispensados
Resultados de examenes paraclinicos

Informacion sin formato rigido:
Texto libre (notas médicas)
Imagenes diagnosticas
Audio/Video
Correos electrénicos
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Datos No Estructurados
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@ EXPLICADOS CON
UNA HISTORIA

Fuente: Imagen de origen desconocido. Consultado 06 de octubre de 2023. In\/fﬁb | Te Acompana
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I Etapas de desarrollo de la Farmacovigilancia

Established Emerging Experimental

Electronic Health Records
Online
Discussions
Insurance Claims

Real-World Social Mobile
Media
Sentinel Eisenas e Daviien
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Data
Sources |

Systems

Machin Leaning

Analysis

Digital Signal Processing Natural Language Processing

Fuente: Lavertu, A., Vora, B., Giacomini, K. M., Altman, R., & Rensi, S. (2021). A New Erain
Pharmacovigilance: Toward Real-World Data and Digital Monitoring. Clinical pharmacology |nﬁm°0 ’ Te Acompaiia
and therapeutics, 109(5), 1197-1202. https://doi.org/10.1002/cpt.2172
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I Chatbots en educacion, adherencia, reportes, etc.
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( ® ) LandBot WhatsApp mv Q :

Q Busca un chat o inicia uno nuevo. -

(® ) LandBot WhatsApp 10:53 P. M.
., Esta empresa usa un servicio seguro de Meta... .

Organizadores jornada Farmaco... 542 P. M.

Areandina Heydy: gracias X
Evento estudiantes ACFV 6:05 P. M.
ACFV reaccioné con e a: "B Foto™ b
Rumba y Salud & & 1044 P. M,

~ Claudia Acevedo: 81 Mafana nos vemos te...

Farmacéuticopendientedeti 9:15 P. M.
+58 412-6778234 se uni6 a través de un enla... W)

Haz clic agui para cbtener mensajes anteriores de tu teléfono.

HOY
Farmaceuticopendientedeti 912 P. M.

Dr. Rafael Amaro/Quality: Hola en 48 horas v... LN

@ Esta empresa usa un servicio seguro de Meta para administrar este chat. Haz clic para obtener mas informacion.

-
> Vitalis QF Karen Hernandez 8:42 P. M
: « Ahhh buenc - Escribe un fnensaje \,J

Fuente: Creacion propia. In\/ifﬁ“o | Te Acompana
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I Analisis de Desproporcionalidad: OpenVigil FDA

OpenVigil - open tools for data-mining and analysis of
pharmacovigilance data @ Open

a pharmacovigilance data analysis tool

OpenVigil Search

| |
Drug: @ [Drug 4§ || acetaminophen | I Role of drug:@ [ Do not filter V| Drug(s) of interest All otherdrugs 3
L Adverse event(s) of interest || 1 61 62
All other adverse events 382148 11057546 11430604
] ¥ 382149 11057607 11430756
Adverse event: @ [LLT | | administration site rash | [If:l
L Rate (DE/D): 0.0%
Chi-Squared with Yates' correction: 0.163
— Advanced search Interpretation: Do the observed frequencies differ from expected frequencies? The greater the chi-squared value, the greater the differences. Chi square va

| Show advanced search |

Measurements of disproportionality (observed-expected ratios like RRR, PRR, ROR)
- — Interpretation: Generally, the higher the valve, the more likely an association between drug(s) and adverse event(s) has been found. Lower bounds of confi
—Data presentation and statistics statistical significance.

E-valuation method: ) Raw_dara O Frequency [C]) Frequentist_methods @' Relative Reporting Ratio (RRR) and 93% confidence interval (lower bound: upper bound): 0.483 { 0.067 : 3.482)

Proportional Reporting Ratio (PRR) and 95% confidence interval (lower bound; upper bound): 0.474 ( 0.066 ; 3.422

Counting records according to: @ [ Case (entire cases) |

Reporting Odds Ratio (ROR) and 95% confidence interval (lower bound: upper bound): 0.474 ( 0.066 ; 3.422

— Output 1tems

- I&ccording to the criteria of Evans 2001 (n = 2, chisq > 4, PRR > 2) this combination of drug(s) and adverse event(s) is considered: probably not related I
Show output items

Fuente: OpenVigil. OpenVigil - open tools for data-mining and analysis of
pharmacovigilance data. Disponible en: https://openvigil.sourceforge.net/. Consultado el 6 In\ﬁfﬁo | Te Acompafa
de octubre de 2023.
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I Uso de Natural Language Processing en el analisis de

textos

THALIDOMIDE AND CONGENITAL
ABNORMALITIES ADR

Sm,—E:ngeniml abnormalmcs| are present in approxi-
mately 1- months I have observed

that the incidence of multiple severe abnormalities in

babies delivered of women who w the drug
thalidomide (* Distaval *) during m

emetic or as a sedative, to be almost 209%.

These abnormalities are present in stru

striking manner, resulting in polydactyly, syndactyly, and
failure of development of long bones (abnormally shqrt

Risk group

femora and radii).

Confluence of data

Have any of your rea erJ seen similar abnormalities|in
babies i women who have taken this drug
g pregnancy ?

Hurstville, New South Walus. W. G. MCBRIDE.

Fuente: Fornasier, G; et al. An historical overview over Pharmacovigilance. 2018

Increased
frequency
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I Chat GPT-4. Advanced Data Analysis

Giveme ideas

for what to do with my kids' art
Write a course overview
psychology behind decision-making

Send a message

ChatGPT may produce inaccurate information about people, places, or facts. ChatGPT September 25 Version

4 GPT-35 + GPT-4

QOur most capable model, great for
tasks that require creativity and
advanced reasoning.

Available exclusively to Plus users
GPT-4 currently has a cap of 50 messages every
3 hours.

+! Default o

# Browsewith Iz Bing Beta

@ Advanced Data Analysis Beta

# Plugins Beta

P DALLE3 Beta

L0 see ne Dest of Mew York in 3 days

Help me study

vocabulary for a college entrance exam

Drug Safety (2023) 46:711-713
https://doi.org/10.1007/540264-023-01315-2

EDITORIAL

Future of ChatGPT in Pharmacovigilance
Hanyin Wang' - Yanyi Jenny Ding’ - Yuan Luo'®

Accepted: 27 April 2023 / Published online: 12 June 2023
© The Author(s), under exclusive licence to Springer Nature Switzerland AG 2023
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https://chat.openai.com/share/5fe6ece1-0fa2-4d6d-b193-0c34749fcda6

7th ISoP Seminar -
Intelligent Automation in Pharmacovigilance

4-5 Dec 2023 | Cambridge, MA, USA

SAVE THE DATE. 7th ISoP Intelligent Automation in Pharmacovigilance Seminar

Fuente: International Society of Pharmacovigilance. Disponible en:
https://isoponline.org/training/seminar/isop-seminar-2023/. Consultado el 6 de octubre de in%fi/ma ] Te Acompafa
2023.
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I Trayectoria de la automatizacion en Farmacovigilancia

‘Automatizacién Inteligente:

‘ Integracion de la
Automatizacion: inteligencia artificial (I1A) y la
‘ Automatizacion de automatizacion de procesos

Facilitacion: procesos roboticos robdticos (RPA)

Base de datos mejorado a través de

con médulos Procesamiento natural

de flujo de del lenguaje (NLP)

Operaciones

trabajo
manuales
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I Validacion del sistema de Automatizacion Inteligente

& |SPE. Giimp

Drug Safety (2021) 44:261-272
hitps://doi.org/10.1007/s40264-020-01030-2

GAMP 5
LEADING ARTICLE m)
ﬂ'ﬁi’ Second Edition

Validating Intelligent Automation Systems in Pharmacovigilance:
Insights from Good Manufacturing Practices

Kristof Huysentruyt' © - Oeystein Kjoersvik” - Pawel Dobracki’ - Elizabeth Savage” - Ellen Mishalov® - Mark Cherry® -
Eileen Leonard’ - Robert Taylor® - Bhavin Patel” - Danielle Abatemarco'™

Accepted: 1 December 2020 / Published online: 1 February 2021
© The Authors) 2021




Risk Management | Change Management

Plannim MOdiﬁc.aﬁon
Required
Requirements Acceptance
& Specifications Testing o M
‘ ‘ Dser E 0
_j _w B p ||~
integration L |
(8] T
Data Selection L R
= M R
= | s
N N
T G
‘Model Development

Fig.3 Proposed ISPE GAMP® 5 methodology for validating artificial intelligence (Al)-based static systems in pharmacovigilance

Fuente: Huysentruyt, K., et al (2021). Validating Intelligent Automation Systems in
Pharmacovigilance: Insights from Good Manufacturing Practices. Drug safety, 44(3), 261-272. |n\ﬂm°0 ’ Te Acompaiia
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Reflexion final: “Teorema fundamental”

i > -

Fuente: Friedman CP. A “fundamental theorem” of biomedical informatics. J Am Med iﬂImO ’ Te Acompaiia
Inform Assoc 2009;16:169-70 "
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