
Results: In 2016, pembrolizumab was granted registration in Brazil
was restricted to patients with advanced melanoma. In 2022 the
indication was expanded to more than 20 new indications, with
several studies in progress that potentially will lead to further inclu-
sions. The estimate of patients eligible for indications increase of
1,796 to 99,544 patients with an increased total cost from
BRL625,802,837 to BRL34,685,366,192 (USD121,185,677.4 to
USD6,716,763,399.04).
Conclusions: The financial burden of pembrolizumab’s expanded
uses after it was first approved could significantly rise, endangering
the long-term viability of healthcare systems. In Brazil, where medi-
cine costs are not regularly monitored, the annual inflation adjust-
ment is the only factor that causes prices to change. In order to lower
medicine prices in response to the addition of new indications, the
expansion of therapeutic options for the same condition, or even
obsolescence, regulations are required.

PP105 Efficacy, Effectiveness
And Safety Of Letermovir For
Prophylaxis Of Cytomegalovirus
Infection And Disease Post-
Allogeneic Hematopoietic Stem
Cell Transplantation

Roberto Lúcio Muniz Júnior (robertolucio11@gamil.com),

Álex Brunno do Nascimento Martins,

Bárbara Rodrigues Alvernaz dos Santos,

Eduardo Henrique Ferreira Bambirra,

Luana Oliveira Prata, Maiara Silva Araújo,

Marcus Carvalho Borin, Francisco de Assis Acurcio,

Juliana Alvares-Teodoro and

Augusto Afonso Guerra Júnior

Introduction: Clinically significant cytomegalovirus infection (CSI-
CMV) is an important factor associated with mortality in patients
undergoing hematopoietic stem cell transplantation (HSCT). It is
estimated that the incidence of CSI-CMV in the post-HSCT period is
30 percent to 70 percent in transplanted individuals. Therefore, CSI-
CMV is considered a complication in allogeneic HSCT, which can
trigger Cytomegalovirus disease (CMVD). Letermovir is an antiviral
agent indicated especially for the prophylaxis of CMVD post-HSCT.
The objective of this work was to evaluate the efficacy, effectiveness
and safety of letermovir, comparing it with placebo or other existing
prophylactic treatments.
Methods: A systematic review was carried out according to PRISMA
2020. A strategy was developed for searching electronic bibliographic
databases. Retrieved publications were selected by a pair of reviewers.
The same pair performed the data extraction. A qualitative assess-
ment of the efficacy, effectiveness and safety of letermovir was
performed.

Results: Eighteen studies were included, being experimental and
observational. Overall, the pivotal RCT demonstrates the efficacy of
letermovir in reducing the incidence of CSI-CMV. However, there
was no statistically significant difference in all-cause mortality and
letermovir-related overall survival, events of graft versus host disease,
neutropenia, acute kidney disease and 48-week mortality. Observa-
tional studies, in general, present results similar to those found in the
pivotal RCT. The main adverse events associated with letermovir
were peripheral edema (14.5%), vomiting (18.5%), headache (13.9%),
cough (14.2%), abdominal pain (11.8%) and fatigue (13.4%).
Conclusions: The prophylactic use of letermovir in CMV-R+
patients after allogeneic HSCT demonstrates beneficial results in
the prevention of CSI-CMV. However, there were no identified
improvements for other outcomes. As for safety, it was observed that
there is still little information about adverse events related to the drug,
and studies assessing this aspect are needed for better comprehen-
sion.

PP106 Integrating Organizational
Impacts Into Health Technology
Assessment: How To Take Them
Into Account ForMedical Devices?

Estelle Piotto (e.piotto@has-sante.fr),

Emmanuelle Fouteau, Camille Marguerite,

Hubert Galmiche and Isabelle Adenot

Introduction: The organizational impact (OI) of new technologies is
becoming a major driver for our healthcare systems and for mod-
ernizing the care pathway for the benefit of users and professionals.
Some technologies give rise to a reorganization of the healthcare
system, particularly in the case of connected medical devices.
The Medical Device Committee at Haute Autorité de Santé (HAS)
appraises medical devices (MD) in view of their reimbursement by
the French health insurance scheme. The Committee’s evaluation
criteria take account of the therapeutic benefit of the MD and its
public health benefit. OI-related aspects are frequently claimed by
health technology developers (HTD) in their MD submission dos-
siers. However, this aspect is rarely documented. Therefore, guidance
explaining how HTD should support and structure any claim of an
OI was needed.
Methods: This work was based on the HAS OI Map for Health
Technology Assessment published in 2020, the analyses of specific
HAS opinions, hearings with concerned stakeholders (HTD, service
providers and patients), and a committee meeting focused on OI.
Results: The HTD guide for MD submission was updated with
guidance to support OI claims. For each claimed OI, the HTD should
identify the criterion corresponding to the most relevant OI, the
indicator to describe each selected criterion, the stakeholders con-
cerned, and the data to be provided. The choice of method is
according to the OI: if the indicator is measurable, data from valid-
ated measurement tools are expected. If not, especially in cases where
the use of the MD requires a specific organization before its deploy-
ment, the absence of data must be justified and a detailed impact
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analysis is necessary. In this case, the development plan for the
demonstration of the OI is needed.
Conclusions:With this updated guide for HTDs, claimed OI dimen-
sion shall be better supported in future MD dossiers submitted to
HAS in view of their reimbursement in France.

PP109 The Use Of Health
Technology Assessment In
Decision Making: Evidence From
The Balkan Countries

Enkeleint A. Mechili (mechili@univlora.edu.al),

Elena Petelos, Jorgjia Bucaj and Parisis Gallos

Introduction: According to the most recent definition health tech-
nology assessment (HTA) “is a multidisciplinary process that uses
explicit methods to determine the value of a health technology at
different points in its lifecycle. The purpose is to inform decision-
making in order to promote an equitable, efficient, and high-quality
health system”. This article aimed to evaluate implementation of
HTA in decision making in the Balkan countries.
Methods: A scoping review of the existing literature took place to
locate relevant scientific articles, policy papers and documents
released by the respective Ministries. We searched data for 6Western
Balkan countries (Albania, Bosnia and Herzegovina, Kosovo, Mon-
tenegro, North Macedonia and Serbia) and didn’t focus on those
countries that are part of the European Union (EU). For the literature
search key words were used, while documents only in English were
included in the analyses. Additionally, the search was conducted for
the period January 2010 until October 2022.
Results: The Western Balkan countries are in process of integration
to the EU and based on this they are trying to make improvement in
different sectors including health services. However, the use of HTA
in most of the studied countries is in its preliminary phase. Most of
the countries have established HTA bodies or specific authorities but
with limited resources (both human and financial). Additionally,
their reports are non-binding for policy makers and healthcare
decisions are taken based on experts’ opinions and not an extensive
HTA analyses.
Conclusions: Despite their efforts, the Western Balkan countries
need to improve and considerably increase the use of HTA in
decision-making. Its use can help in provision of better healthcare
services as well as to decrease costs. Specific attention should be put
on human and financial resources that are lacking in all settings.
Western Balkan countries need to put much more efforts for har-
monization of their legal framework with that of the EU countries.

PP110 Knowledge Transfer From
Scoping Review Into Primary
Research In The Context Of
Clinical Practice Guidelines
Update

Trinidad Sabalete (trinidad.sabalete@juntadeandalucia.es),

Juan Antonio Blasco, Ruth Engelhard and Javier Gracia

Introduction: In the development and update process of clinical
practice guidelines (CPG) is necessary to focus research questions
as much as possible to optimize the systematic reviews. We carried
out a scoping review as a precursor to a systematic review to update
the recommendation of a CPG for the Management of Patients with
Autism Spectrum Disorders in Primary Care. To our knowledge,
there is limited information in the existing literature on graphical
options for visually presenting scales or other available instruments
and classification in a timeline graph.
Methods:We conducted a systematic search to identify instruments
for screening of neurodevelopmental disorders and early detection
and diagnosis of autism spectrum disorder (ASD). All studies were
analyzed to retrieve scales and other instruments used in the assess-
ment of neurodevelopment in the preschool children, and detection
of signs and symptoms of neurodevelopment disorder or ASD. We
developed a timeline graphic to compile all of the instruments
retrieved.
Results: The information about the name of instrument, type, age
of application, diagnostic accuracy, and context of validation was
transferred to spreadsheet of the software program Microsoft
Excel in tabular format. The instruments found were finally cat-
egorized according to the role of each of them in the diagnostic of
autism, and age in which they are used. We developed a timeline
graph for visually presenting classified instruments according to
utility in the routine developmental surveillance, detection of
specific signs and symptoms of ASD and diagnostics and evalu-
ation of autism.
Conclusions: The proposed graphical timeline could assist meth-
odologists and researchers in identifying gaps of evidence and lines
of research related to use and validation in different contexts the
scales and other instruments actually developed. The process of
review of evidence can provide information useful for future
research in the context of primary research. The relationship
between groups of work of health technology assessment and pri-
mary research promote the knowledge transfer and optimization of
research.
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