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Current major event

COVID-19 vaccine effectiveness
studies: why and how?

The COVID-19 pandemic continues to
pose a threat to societies worldwide.
Efforts to develop and roll out vaccines
against the disease have Dbeen
unprecedented. However, their
effectiveness at field level needs to be
estimated as this information is important
in identifying the potential impact of
emergence of variants, country context
and vaccination strategies.

Editorial note

The WHO Regional Office for the
Eastern Mediterranean supported
countries through vaccine deployment,
including readiness assessment, the
preparation of National Deployment and
Vaccination Plans, vaccine requests,
national emergency use authorization,
import license, and indemnification and
liability agreements. Currently, six WHO
approved vaccines are available in the
Region: Pfizer/BioNtech, Oxford/
AstraZeneca, Moderna, Janssen,
Sinopharm and Sinovac. As of 21 June
2021, a total of 84.1 million doses were
administered across all 22 countries, with
the average ratio of doses given per 100
population being 11.2% (see map).

Vaccine effectiveness (VE) studies are
needed to address many questions about
the performance of vaccines under real-
world conditions, which may vary from
their published efficacy values. These
studies are important for evaluating
impact of conditions such as
transportation and storage, timing and
completeness of the dosing schedule, and
vaccine co-administration, while
addressing gaps in evidence from the
clinical trials such as duration of
protection, variants of concern and sub-
populations at risk. They also provide
updates to regulatory and policy-making
bodies on post-authorization
confirmation of VE for these
conditionally-approved products.

There are several designs or
methodologies to evaluate VE, however
WHO recommends at this time to start
small and build on already existing
platforms such as the Unity Studies,
which have two generic protocols for
adaptation. One is the cohort study to
measure COVID-19 VE among health
workers (HWs). This is recommended to
be a prospective longitudinal one-year
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Generic protocols of the WHO Unity
Studies for assessing vaccine
effectiveness

Cobhort study to measure COVID-19 vaccine effectiveness
among health workers in the WHO European Region:
guidance document:
https://apps.who.int/iris/handle/10665/340217

Estimating COVID-19 vaccine effectiveness against severe
acute respiratory infections (SARI) hospitalizations
associated with laboratory-confirmed SARS-CoV-2: an
evaluation using the test-negative design:
https://www.who.int/publications/i/item/WHO-EURO-2021-248 -
42237-58308

study of the hospital-based HWs. All
HWs eligible to be vaccinated with the
COVID-19 vaccine can be enrolled in the
study. The primary outcome should be
SARS-CoV-2 laboratory confirmation by
Rt-PCR in any participant, regardless of
symptoms.

The other recommended study design is
for VE against hospitalization due to
severe acute respiratory infections
(SARI). This protocol is based on the
existing surveillance system for influenza,
and uses the test-negative design. Cases
are SARI patients who tested positive for
SARS-CoV-2, and controls are SARI
patients who tested negative for SARS-
CoV-2. A respiratory specimen should be
collected from these patients within 48
hours of admission to the hospital. The
follow-up period should be six months or
longer.

While VE studies are important to inform
global, regional and national policies,
they are challenging and time-consuming,
and not every country needs to do them.
WHO is assisting countries in their
decision-making process on whether to
pursue such studies, and is providing
technical and financial support to those
who do.
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COVID-19 in 22 EMR countries

Current public health events of

concern
[cumulative N° of cases (deaths), CFR %]

Coronavirus disease 2019 (COVID-19):

2019-2021
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Bahrain
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Egypt
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Republic of)

Iraq
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occupied Palestinian
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Syrian Arab
Republic

Tunisia

United Arab
Emirates

Yemen
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