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inica mundial

Objetivos del registro: Plataforma c
sobre COVID-19

Describir las caracteristicas clinicas clave y los factores prondsticos
de los casos hospitalizados de COVID 19 sospechado o
.0 confirmado, aumentando asi la comprension de la gravedad, el
0 espectro y el impacto de l|la enfermedad en la poblacion

hospitalizada a nivel mundial y en diferentes paises.

Caracterizar las intervenciones clinicas, facilitando asi la
planificacion operativa global y nacional durante la pandemia de

COVID 19.

https://www.who.int/teams/ £ TRvisiTiiio
health-care-readiness-clinical-unit/covid-19/data-platform for more information. ﬁmgﬁ;ggp};};gg SSSSSS




CRF-CORE Case Report Forms (CRFs)

o= 4 MODULE 1 Y MODULE 2 Y MODULE 3 N
s B Admission Inpatient stay Discharge or death
e e CRF MIS-C (Daily Follow Up) (Outcome)
e E_:::.u_"‘:* | et — * Clinical inclusion
:‘%’”ﬁ;} i i:_'_:-;aw::_'::.';"'.:_:':—""" criteria *  Vital signs *  Diagnostic/
el e Eommm——=—=1 | * Demographics *  Daily clinical pathogen testing
= ot e mesremroeee—e * Date of onset and features * Complications
= ' admission vital * Labresults *  Medication
T —— signs *  Medication *  Supportive care
A * Co-morbidities *  Supportive care received
E— * Medication received *  Qutcome

- * Signs and . .
symptoms on *  Fetal Heart Rate *  Pregnancy
Core CRF: hospitalized children and admission Outcomes
adults with COVID19 * Supportive care
Pregnancy CRF: core CRF + specific received
sections/variables in hospitalized * Labresults
pregnant women *
Multisystem inflammatory syndrome * Pregnancy Status

(MIS): Children and Adolescents \ upon Admission /K A /
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iCoOmo recolectar los datos?

* Los datos se pueden recopilar de forma prospectiva o
retrospectiva mediante el examen y revision de registros
meédicos.

* Para garantizar el alto valor de |la informacién generada por
la Plataforma Mundial de la OMS, es fundamental que los
contribuyentes garanticen la integridad y calidad de los
datos notificados.
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2 options for contributing data to WHO Platform

Pool Data

1) WHO CRF used to collect data
(paper based or electronic)
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2) Data entered in local system
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Web-based System

Variables aligned and
transferred to WHO

WHO work with data
contributors to transfer relevant
variables from local databases
to the WHQO COVID-19 Clinical
Data Platform
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Olas epidémicas en Colombia

e e o e e MMitmnrdae Vimamiim el se | B

Cuarta ola
s Colombia ~ Tercera ola epidémica
epidémica
40,000 Segunda ola 10 may 2022
’ epidémica Casos nuevos: 0
) Prom. 7 dias: 140
30,000 Primera ola :
epidémica
20,000
10,000
0
T jul 27 oct 16 feb & jun 28 sept 18 ene 10 may
Casos nuevos — Promedio de 7 dias

Las cifras de cada dia indican los casos nuevos informados desde el dia anterior - Informacidn sobre estos datos
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Mortalidad en Colombia
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Variantes de SARS-CoV-2 identificadas en el muestreo
probabilistico en Colombia Abril a Septiembre 2021

™ B.1.621 ™ Gamma ™ B.1.625 » Alpha ® Lambda ® Otras ™ lota il i

Alpha
5,7%

Fuente: Direccion de Investigacion - Vigilancia Gendmica

Delta, 16,4%

0,9%

0,6%

Iota
0,4% Mu, 75,5%

Gamma,
5,9%

Figura 4. Proporcién de Variantes/Linajes por entidad territorial. Julio 15 a septiembre 15
de 2021

Abril = Junio 2021 Julio — Septiembre 2021
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¢ La tercera ola epidémica con
predominio de la variante Mu, en
Pregu nta de comparacion con la primera ola se
investigacién relaciona de forma independiente con la
mortalidad hospitalaria en los pacientes
de un registro colombiano de COVID-19?

/
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Metodologia

* Objetivo: Evaluar |la asociacion entre la tercera ola epidémica de
COVID-19, cuando epidemiologicamente predominaba la variante Mu
(hasta 75%), y la mortalidad hospitalaria por todas las causas en una
cohorte colombiana.

* Estudio de Cohorte retrospectiva de Marzo 2020 a Octubre 2021.

e Seguimiento: Desde el ingreso hasta la muerte o los 30 dias del
Ingreso.

m HOSPITAL
-_i_- UNIVERSITARIO
SAN IGNACIO

SOCLAL




Metodologia

* Criterios de inclusion:
* Pacientes mayores de 18 anos.

* Pacientes hospitalizados por COVID 19 confirmado desde marzo 2020 a
septiembre 2021.

* Criterios de exclusion:
* Estancia menor a 24 horas.
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Metodologia

* Limpieza de la base de datos.

* Manejo de datos faltantes (menos del 20%)
* Mecanismo MAR “Missing at random”.
* Imputacion multiple.

 Andlisis Estadistico:

e Curvas de Kaplan Meier con censura a los 30 dias de hospitalizacion. Test de
long rank para comparar las curvas.

* Modelo de riesgos proporcionales de Cox. Evaluacion de supuesto de
proporcionalidad. Ajustado a edad, sexo y comorbilidades.
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Resultados

Excluded participants
<18 years old

n=2148

Caolombia dataset of hospitalized
patients with confirmed COVID-19
(WHO platform)

M=27275

+ participants excluded with
long stay <24h: 8451

= 2 hospitals with no
representative sample across
the 3 epidemic waves: 1136
participants excluded

<&

General Cohort dataset

n=25371

Q

Epidemic waves analylic dataset

n=15910

1st epidemic wave: Nn=5354
2nd epidemic wave: n=5036
3rd epidemic wave: n=5520

Fig. 1. Flow diagram for parbcipant selection. m HOSPITAL
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Resultados

Table 2

Description of the Clinical Characteristics, Clinical Management, and Outcomes
of the Colombian cohort by an epidemic wave from March 2020 to September

2021. WHO World Platform.

Clinical Characteristics, First (N = Second (N Third (N = P
Clinical Treatment, and 5354)° = 5036)° 5520)° value
Outcomes
Age (yvears) <001
s 1 1208 Q03 (17.9%) 1597
(22.6%0) (28.9%4)
45 to 65 2251 1952 2274
(42.0%) (38.8%) (41.2%)
66 to 75 o932 1081 875
(17.4%) (21.5%) (15.9%)
= 75 B3 1100 e
(18.0%) (21 .8%) (14.0%)
Sex 0.03
Male 3057 2959 3104
(57.1%) (58.8%) (56.2%)
Female 2297 2077 2416
(42.9%) (41.2%) (43.8%)
Underlying conditions
Chronic cardiac disease 271 (5.1%) 134 (2.7%) 120 (2.2%) =0.01
Hypertension 1494 1366 942 =001
(27.9%) (27.1%) (17.1%)
Chronic Pulmonary 471 (8.8%) S00 [9.9%) 353 (6.4%) =001
Disease
Asthma 70 (1.3%) 56 (1.1%) 63 (1.1%) 0.61
Diabetes 70 739 (14.7%) 525 (9.5%) =0.01
(14.4%)
Malignant neoplasm 485 (9.1%) 513 (10.2%%) 372 (6.7%) =001
Chronic Liver Disease 190 (3.5%) a7 (1.9%) 88 (1.6%) =0.01
Chronic Kidney Disease 507 (9.5%) 428 (8.5%) 1007 =0.01
(18.2%)
Chronic Neurological 66 (1.2%) 69 (1.4%) 112 (2.0%) =001
Disease
HIV" 81 (1.5%) 107 (2.1%) 68 (1.2%) =001
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COVID-19 survival curve in a Colombian cohort by epidemic wave

Strata = First == Second == Third

o 1.00q ——
% 0.751
0
@]
S  0.50-
S
z %1 p<0.0001
® 0.00- i
0 10 20 30
Time in days
Number at risk
T First1 5354 5087 4895 4803
S Second+ 5036 4720 4533 4462
® " Thid1 5520 9252 5088 5032
0 10 20 30
Time in days
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Survival probability

Strata

COVID-19 survival curve by epidemic wave in <45 years

Strata == First == Second === Third

COVID-19 survival curve by epidemic wave between 45 and 65 years

Strata = First == Second == Third

1.001 100
0.754 5 §7s-
e]
0.50 o
o 0.501
0.25- g
p=0.26 = 0% p=039
0.00+ I ; T ®? 5001
0 10 20 30 ) 0 10 20 30
Time in days Time in days
Number at risk Number at risk
st 1208 1185 1167 i o Frst 2251 2178 2095 2069
Secondq 903 871 858 857 © J
Third| 1597 1545 1522 1516 & 1992 1aue il b
AL ! : . @ i~ 2274 2184 2117 2092
0 10 20 30 Cll 1IO 2I0 3I0
Time in days Time in days
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Table 3
Description of the general population by in-hospital mortality and Cox mixed effects model by in-hospital mortality in a Colombian cohort from March 2020 to
September 2021, WHO World Platform.

Clinical and Epidemiological Characteristics Total (N = 15,910)° Non-survivors (N = 1731)° Survivers (N = 14,179)" HR crude (95%CI)° Model aHR (95%CI)°

Age (years)
= 45 3708 (23.3%) 182 (10.5%) 3526 (24.9%) ref ref
45 to 65 6477 (40.7%) 554 (32.0%) 5923 (41.8%) 1.27 (1.07-1.51) 1.53 (1.28-1.82)
66 to 75 2888 (18.2%) 429 (24.8%) 2459 (17.3%) 1.94 (1.62-2.31) 2.67 (2.22-3.20)
= 75 2837 (17.8%) 566 (32.7%) 2271 (16.0%) 3.18 (2.69-3.77) 3.74 (3.13-4.46)
Sex
Male 9120 (57.3%) 1047 (60.5%) 8073 (56.9%) ref ref
Female 6790 (42.7%) 684 (39.5%) 6106 (43.1%) 1.03 (0.93-1.14) 0.81 (0.74-0.90)
Any underlying condition 7695 (45.4%) 1046 (60.4%) 6649 (46.9%)
Underlying conditions number
No-underlying conditions 8215 (51.6%) 685 (39.6%) 7530 (53.1%) ref
One-underlying condition 5122 (32.2%) 537 (31.0%) 4585 (32.3%) 1.24 (1.10-1.39)
Two-underlying conditions 1685 (10.6%) 273 (15.8%) 1412 (10.0%) 2.00(1.73-2.31)
More than two underlying conditions 888 (5.6%) 236 (13.6%) 652 (4.6%) 3.43 (2.94-4.00)
Underlying conditions
Chronic cardiac disease 525 (3.3%) 111 (6.4%) 414 (2.9%) 2.08 (1.70-2.53) 1.38 (1.12-1.70)
Hypertension 3802 (23.9%) 631 (36.5%) 3171 (22.4%) 1.89 (1.71-2.10) 1.19 (1.06-1.34)
Chronic Pulmonary Disease 1324 (8.3%) 248 (14.3%) 1076 (7.6%4) 1.91 (1.66-2.20)
Asthma 189 (1.2%) 22 (1.3%) 167 (1.2%) 1.03 (0.66-1.60)
Diabetes 2035 (12.8%) 327 (18.9%) 1708 (12.0%) 1.61 (1.42-1.83)
Malignant neoplasm 1370 (5.6%) 276 (15.9%) 1094 (7.7%) 2.10(1.83-2.39) 1.59 (1.37-1.85)
Chronic Kidney Disease 1942 (12.2%) 314 (18.1%) 1628 (11.5%) 1.68 (1.49-1.91)
Chronic Neurological Disease 247 (1.6%) 75 (4.3%) 172 (1.2%) 3.22 (2.53-4.100 2.07 (1.62-2.65)
Epidemic wave
First 5354 (33.7%) 617 (35.6%) 4737 (33.4%) ref ref
Second 5036 (31.7%) 603 (34.8%) 4433 (31.3%) 1.36 (1.21-1.53) 1.03 (0.92-1.16)
Third 5520 (34.7%) 511 (29.5%) 5009 (35.3%) 1.01 (0.89-1.14) 0.95 (0.84-1.08)

a

n (%) for categorical; median (IQR) for continuous; percentage by column.
P HR = Hazard Ratio, CI = Confidence Interval.
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Limitaciones

* No se realizaron pruebas moleculares para confirmer la
predominancia de la variante Mu en los pacientes incluidos al
estudio.

* No se conto con la informacion de la vacunacion en la cohorte de
pacientes.

* Los resultados no pueden ser necesariamente generalizables a
Colombia.
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Conclusiones

* En esta cohorte colombiana de COVID-19, no encontramos un
aumento en la mortalidad hospitalaria durante la tercera ola
epidémica cuando Mu fue la variante predominante en Colombia.

* Creemos que la razon principal es el numero considerable de
personas vacunadas en el pais durante la tercera ola epidémica,
especialmente las poblaciones de alto riesgo como adultos mayores
y con comorbilidades.
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Recomendaciones

* La validez y calidad de la investigacion en registros depende de un

adecuado, sistematico y consistente trabajo en la recoleccion de la
informacion.

* Es importante contar con el recurso humano, tecnolégico y

economico para la utilidad, sostenibilidad y productividad de un
registro clinico.

* La unidn y la generosidad hacen la fuerza.
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