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Website

CT-Luso launched its website, which can be accessed at www.ct-luso.com .

The page and its contents are available in both Portuguese and English to ensure

clarity for all stakeholders and website visitors. The website is organized into 6 main

sections:

1.

1.1.
1.2.
1.3.
1.4.

1.5.
1.6.
1.7.

Project

Project Summary — An overview of the project.

Objectives — Short, medium, and long-term goals.

Work Packages — Names and objectives of each work package.

Flowchart — Graphical representation of work packages' actions during the
project (Figure 1).

Chronogram — Graphical representation of planned activities.

Stakeholders — Description of stakeholders and their contacts.

Organization chart — Articulation between project stakeholders (Figure 2).

Flowchart

Coordination ensures proper execution of the project (WP 1) together with scientific supervision (WP2), monitoring the review of
the ethical-legal framework (WP3), and the development of a training program at various levels. This ranges from a more
general and comprehensive approach, interdisciplinary and thematically broad, within the scope of internationally agreed
ethical-legal principles (WP4), to a more specialized and focused approach on the ethical-legal and procedural requirements of
clinical research (WP5), to actual practice and internship training, covering the entire process of submission, approval, and
monitoring of clinical trials (WP8), and to the simulation of future work, creating scenarios to apply all levels of received training
(WPT). The dissemination of results is planned according to the various target audiences (WP8)
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Figure 1 - Flowchart
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Figure 2 - Organization Chart

2. Structure

21.

2.2.

2.3.

2.4.

2.5.

2.6.

Coordination and Management — Presentation of the coordination team including
photos and biographies of Professor Helder Mota Filipe and Professor Maria do
Céu Patrao Neves.

Scientific supervision — Presentation of the Scientific Project Lead, Professor
Esperanca Sevene, including photo and biography.

Scientific team — Presentation of the Scientific Team including photos and
biographies of stakeholders from Portugal and the five Portuguese-speaking
African Countries (PSAC) involved — Angola, Cape Verde, Guinea-Bissau,
Mozambique, and Sao Tome and Principe (Figure 3).

Legal Experts Team — Presentation of the Legal Experts team including photos
and biographies of the lawyers from the five PSAC (Figure 4).

Consultants — Presentation of the project consultant, Professor Alexanda Ribeiro,
including photo and biography.

Management support team — Presentation of the Management Support Team
including photos and biographies of the Project Manager, Financial Assessor, and

Communication Assessor.
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cam

Autoridade Nacional Reguladora de Medicamento, IP (ANARME)

Ténia Sitoie

Bachelor in Pharmacy and Master in Pharmaceutical Services and Medicines Control,
F in i y and F il . and Specialist in
Pharmaceutical Regulation. She served as Head of the Pharmaceutical Department at
the Ministry of Health of Mozambigue (2007-2011) and as Head of the Hospital
Pharmacy Depariment at the same Ministry (2011-2015). Actual President of the National
Medicines Regulatory Authority (ANARME) of Mozambique.

Faculdade de Medicina da Universidade Eduardo Mondlane
(FAMED)

Jahit Sacarlal

Epidemiologist, Full Professor of Medical Microbiology and current Director of the Faculty
of Medicine at Eduardo Mondlane University, and academic coordinator of the Master's
Degree in Field and Laboratory Epidemiclogy. He has more than 23 years of experience
in teaching and research related to the development of medicines and vaccines for
diseases with great repercussions in Mozambique and with around 150 publications in
national and international scientific journals, manuals, and other decuments. He has
participated in more than 100 research projects and has a total of 8,318 citations, an h-
index of 44, and an i10-index of 77. As a professor, Dr. Sacarlal is invelved in supervising
and mentoring around 80 masters and doctoral students, some of whom are pursuing
posigraduate studies outside Mozambique. He continues to be involved in developing
cunicula for bachelor's, master’s, and doctoral levels, including with external pariners. He
was the first President of the Institutional Health Bioethics Committee at the Faculty of
Medicine and the Maputo Central Hospital, evaluating around 600 research protocols.
Since 2014, he has been President of the Mozambigque Immunization Expert Committee
(CoP1). Professor Sacarlal maintains strong collaborations with dozens of intemational
institutions and has ongoing funding as a researcher from EDCTF, NIH, AIDS, the Global
Fund, and other funders

Figure 3 - Part of the Scientific Team from Mozambique

Walter Van-Trier (Angola)

Master in Legal Sciences (area: Human Rights) from the Federal University of Paraiba.
Graduated in Law from the Faculty of Law of the Agostinho Neto University. Head of the
Legal Audit and Litigation Department of the Legal Office of the Ministry of Health.
University professor of Administrative Law at the Instituto Superior Técnico de Angola
(ISTA), Polo do Palanca (2016-2012). 1. General Administrator of the Center for
Rehabilitation and Reinsertion of Drug Addicts of the National Institute for the Fight
Against Drugs (2019). Consultant to the State Secretariat for Hospital Affairs (2017-
2018). Legal Consultant to the State Department of Health (2016-2017).

Jodo José Mendes Semedo (Cape Verde)

Graduated in Law from the Faculty of Law of the University of Lisbon, has an Advanced
Studies Course in Legistics and Legislative Science and a Postgraduate Degree in
Legal-Administrative Sciences, is a jurist at the Independent Health Regulatory Entity
(ERIS), having also been from the Agency for the Regulation and Supervision of
Pharmaceutical and Food Products (ARFA), between 2011-2019, Coordinator of the
Legal Office of ERIS (2019 -2024)

Miguel Pereira (Guinea Bissau)

Graduated in Law from the Faculty of Law of Bissau. General Director of the Public
Service of Guinea-Bissau, between 2007 and 2010. Currently, he is the Head of the
Legal Office of the Ministry of Public Health.

Figure 4 - Part of the Legal Experts Team from Angola, Cape Verde and Guinea-Bissau

3. Training

3.1.  Applications — Information and documents regarding the training programs.



3.2.

3.3.

3.4.

3.5.
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Ethical documentation — Ethical papers, International Guidelines and other
information for consultation (Figure 5).

Legal documentation — Laws and other legal documents applicable in each
PSAC.

Didactic Documentation — Information and documents useful for training or
consulting.

Private area — Private and single access to the e-learning platform to access the
training materials (Figure 6). The details of the private area are better explained

in Deliverable 4.1 — Digital Platform.

Ethical Documentation

International Ethical Guidelines for Health-related Research Involving Humans, Council for International
Organizations of Medical Sciences (CIOMS). 2016. (Diretrizes Eticas Internacionais para Pesquisas
Relacionadas A Saude Envolvendo Seres Humanos - versdo PT do Brasil)

Descarregar Documento

WMA Declaration of Helsinki (1964) — Ethical Principles for Medical Research Involving Human Subjects,
2013.
Descarregar Documento

WMA Declaration of Taipei (2002) - Ethical Considerations Regarding Health Databases And Biobanks,
2016.
Descarregar Documento

Convengéo sobre os Direitos do Homem e a Biomedicina (CDHB) do Conselho da Europa - Resolugdo da
Assembleia da Republica 1/2001 de 3 de janeiro
Descarregar Documento

Protocolo Adicional a CDHB relativo a Investigagdo Biomédica (CDHB-PAIM) do Conselho da Europa -
Resolugdo da Assembleia da Republica n.° 29/2017 de 20 de fevereiro.
Descarregar Documento

Declaragdo Universal sobre Bioética e Direitos Humanos. Organizagdo das NagSes Unidas para a
Educacéo, Ciéncia e Cultura (UNESCO). 20086.

Descarregar Documento

Figure 5 - Ethical Documentation
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Figure 6 - Private area
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4. Activities

41.
4.2.
4.3.

4.4.

Meetings — Monthly meetings and other project meetings (Figure 7).

Events — Project events.

Participation in events — Public presentations and other dissemination,
exploitation, and communication events (Figure 8)

Publications — Publications during the project; dissemination and results.

Site pages | Meetings

Third meeting of the CT-Luso Project takes stock of applications to the training programme - 06/11/2024
Second CT-Luso Project meeting with focus on training programme - 02/10/2024

First official meeting aligns goals for the future - 13/09/2024

Project Launch Session - 4/04/2024

Roundtable: The importance of carrying out clinical trials for the development of countries - 4/04/2024

PLICIB Public Presentation Session - 26/06/2024

Figure 7 - Project meetings

Participation in events

03-09-2024 | CT-Luso em destaque na FIP Cape Town
2024

Helder Mota Filipe, bastonario da Ordem dos Farmacéuticos, apresentou o projeto
CT-Luso, no dia 3 de setembro, na FIP Cape Town 2024 - 820 Congresso Mundial de
Farmacia e Ciéncias Farmacéuticas, organizado pela Federacéo Internacional
Farmacéutica (FIP), na Cidade do Cabo, na Africa do Sul

Programa | Apresentacéo | Galeria de foto | Noticia

26-06-2024 | PLICIB Public Presentation Session

CT-Luso participated, on June 26th, in Lisbon, in the Public Presentation Session of the
Luséfona Platform on Clinical Research and Biomedical Innovation (PLICIB), an
initiative of the Agency for Clinical Research and Biomedical Innovation (AICIB).The
presentation of the project was done by the coordination of CT-Luso, in particular by

Helder Mota Filipe, president of the Portuguese Pharmaceutical Society.
Program | Presentation | Photo Gallery | News

Figure 8 - Participation in events
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5. Communication

5.1.
5.2.
5.3.
5.4.

News — Periodic project news (Figure 9).
Monthly newsletters — Monthly updates on the project.
Gallery — Photos of the events and activities (Figure 10).

Press highlights.

Third meeting of the CT-Luso: status of applications to
the training program

The CT-Luso Project held its third meeting on 6 November, via the Zoom
platform, with the presence of representatives from the five partner countries.
The aim of the meeting, led by Maria do Céu Patr&o Neves, was to review and
advance Action Plans 3 and 4, as well as to present communication and...

= View more

Angolan Embassy reinforces partnership in CT-Luso

The Angolan Embassy in Portugal received a delegation from CT Luso in Lisbon
on October 31, aiming to strengthen the partnership within this project, which
seeks to promote training and cooperation in the field of research and clinical
frials in Portuguese-speaking African Countries (PALOP) During. .

Applications now open for the CT-Luso Training
~ Program
“~ Applications for the Training Programme on the ethical and legal requirements for
CT-LUSO the development of scientific and clinical research for the CT-Luso project are
= iy now open, with a deadline of 15 November. This training programme, equivalent
to 12 ECTS, will be accredited by NOVA Medical School and..

Figure 9 - Periodic project news

Communication

CT-Luso Gallery
Project Events and Gallery

26-06-2024 | PLICIB Public

Presentation Session
See photos here.

CT-Luso 04-04-2024 | CT-
Luso Launch Session

See photos here.

Figure 10 - Gallery
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6. Contacts

6.1. Project contacts, including email, telephone number, and address, should be

used by site visitors to discuss any matters related to the project (Figure 11)

Contacts

CT-Luso Project Manager
Catarina Sobrinho | + 351 213 191 380 | ct-luso@ordemfarmaceuticos.pt

Rua da Sociedade Farmacéutica 18,

1169-075 Lisboa, Portugal

Figure 11 - Contacts
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