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Course  Master of Applied Science to Health Academic year 2020/2021 

Subject Patient Safety and Risk Management ECTS 4,5 

Type of course Compulsory 

Year 1st Semester 2nd Student Workload: 

Professor(s) 
Sandra Cristina Espirito Santo Ventura  Total 56 Contact 40 

Area/Group 

Coordinator  
Sandra Cristina Espirito Santo Ventura 

 

 

1. LEARNING OBJECTIVES 

The main objectives of this subject are to recognize the importance of the quality in 

healthcare and to recognize patient safety as one of the fundamental pillars in quality in 

health. Specifically, and as learning objectives, it is intended that students: 

1. Learn to discuss and evaluate error; 

2. Improve the effectiveness of communication among health professionals; 

3. Improve safety in the use of medicine, medical devices and other health products; 

4. Develop a safety culture; 

5. Be aware of the development of drug risk minimization plans, including the 

development of systems and procedures for reporting errors; 

6. Understand the importance of the pharmacovigilance system and its role as health 

professionals and citizens; 

7. Identify and classify adverse reactions taking into account their seriousness; 

8. Properly fill out the adverse reaction notification forms; 

9. Research, analyze and interpret epidemiological studies and data on 

pharmacovigilance. 

 

2. PROGRAMME 

1. National Plan for Patient Safety 

1.1 Assessment of Patient Safety Culture in Hospitals and Primary Health Care 

1.2 Prevention of patients' behaviors that jeopardize their safety or their environment 

1.3 Mechanisms and Procedures for the Unequivocal Identification of Patients 

1.4 Therapeutic reconciliation in the care transition. 
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2. Detection, recording and error control systems. 

3. Good practices during health care 

4. The National and European Pharmacovigilance System 

4.1 Mechanisms of Adverse Drug Reactions (ADRs) and risk factors. 

4.2 Classification and notification of ADRs 

4.3 Good Pharmacovigilance Practices 

5. Surveillance of Medical Devices and Other Health Products 

6. Risk Management Plan 

 
 

3. COHERENCE BETWEEN PROGRAMME AND OBJECTIVES 

Programmatic content allows students to increase knowledge, awareness and sensitivity 

to problems associated with patient risk, to establish objectives and apply methods that 

improve the management of the risks associated with the health care, namely with regard 

to the correct use of medicines, medical devices and other health products, to improve 

strategies for error minimization, to improve knowledge of pharmacovigilance and drug 

risk management plans, to improve the identification of different types of Adverse Drug 

Reactions (ADR), their early detection, prevention of occurrence and classification 

according to degree of severity and occurrence. 

 

4. MAIN BIBLIOGRAPHY  

Despacho n.º 1400-A/2015. Plano Nacional para a Segurança dos Doentes 2015-2020. 

DR 2ª série, nº28, de 10 de fevereiro. 

Decreto-Lei n.º 121/2013, de 22 de agosto. Regime jurídico relativo à prevenção de 

feridas provocadas por dispositivos médicos corto-perfurantes que constituam 

equipamentos de trabalho nos setores hospitalar e da prestação de cuidados de saúde.  

Direção Geral de Saúde - Normas e Orientações:  

Norma nº 005/2018 - Avaliação da Cultura de Segurança do Doente nos Hospitais 

Norma nº 003/2015 - Avaliação da Cultura de Segurança do Doente nos Cuidados de 

Saúde Primários 

https://www.dgs.pt/directrizes-da-dgs/normas-e-circulares-normativas/norma-n-0052018-de-20022018-pdf.aspx
https://www.dgs.pt/directrizes-da-dgs/normas-e-circulares-normativas/norma-n-0032015-de-11032015-pdf.aspx
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Norma nº 001/2017 - Comunicação eficaz na transição de cuidados de saúde 

Orientação nº 18/2011 - Mecanismos e procedimentos de identificação inequívoca dos 

doentes em instituições de saúde 

Norma n.º 2/2013 - Cirurgia Segura Salva Vidas 

Norma nº 020/2014 - Medicamentos com nome ortográfico, fonético ou aspeto 

semelhantes 

Norma nº 014/2015 - Medicamentos de alerta máximo  

Orientação nº 14/2015 - Processo de Gestão da Medicação 

Norma nº 18/2016 - Reconciliação da medicação 

Orientação nº 017/2011 - Escala de Braden: Versão Adulto e Pediátrica (Braden Q) 

Norma nº 008/2019 - Prevenção e Intervenção na Queda do Adulto em Cuidados 

Hospitalares 

Norma nº 015/2014 - Sistema Nacional de Notificação de Incidentes – NOTIFICA 

Orientação nº 011/2012 - Análise de Incidentes e de Eventos Adversos 

European Medicines Agency (EMA) (2013). Guideline on good pharmacovigilance 

practices. London, United Kingdom: European Medicines Agency and Heads of Medicines 

Agencies; 2013 

EFP, (2012). The new EU pharmacovigilance legislation: Directive 2010/84/EU and 

Regulation No. 1235/2010, Guidance for Patient Organizations. 

EU (2011). The Rules Governing Medicinal Products in the European Union - Guidelines 

on Pharmacovigilance for Medicinal Products for Veterinary Use, Eudralex, Volume 9B 

Herdeiro, M.T. & Ferreira, M. & Ribeiro-Vaz, I. & Junqueira Pol ónia, J. & Costa-Pereira, 

A. (2012). O Sistema Português de Farmacovigilância. Acta Med Port, 25(4):241-249 

OMS (2007). The Nine Patient Safety Solutions. Geneva, Switzerland: World Health 

Organization; 2007. 

 

5. TEACHING METHODOLOGIES (INCLUDING EVALUATION) 

In classes there will be a masterful exposition of the syllabus contents, proceeding to the 

systematization of the most pertinent and current aspects, stimulating students to interact 

https://www.dgs.pt/directrizes-da-dgs/normas-e-circulares-normativas/norma-n-0012017-de-08022017-pdf.aspx
https://www.dgs.pt/departamento-da-qualidade-na-saude/ficheiros-anexos/seguranca-cirurgica-norma_002_2013_cssv-revisao-junho2013.aspx
https://www.dgs.pt/departamento-da-qualidade-na-saude/ficheiros-anexos/noc_meds-lasapdf-pdf.aspx
https://www.dgs.pt/departamento-da-qualidade-na-saude/ficheiros-anexos/noc_meds-alerta-maximopdf-pdf.aspx
https://www.dgs.pt/directrizes-da-dgs/orientacoes-e-circulares-informativas/orientacao-n-0142015-de-17122015-pdf.aspx
https://www.dgs.pt/directrizes-da-dgs/normas-e-circulares-normativas/norma-n-0182016-de-30122016-pdf.aspx
https://www.dgs.pt/directrizes-da-dgs/normas-e-circulares-normativas/norma-n-0182016-de-30122016-pdf.aspx
https://www.dgs.pt/directrizes-da-dgs/normas-e-circulares-normativas/norma-n-0152014-de-25092014-pdf.aspx
https://www.dgs.pt/directrizes-da-dgs/orientacoes-e-circulares-informativas/orientacao-n-0112012-de-30072012-jpg.aspx
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and discuss the topics discussed. Practical cases and case studies will be discussed and 

presented for analysis and resolution. In the typology of teaching fieldwork and tutorial 

guidance, students will research for information, to construct and present a work based on 

patient safety in a specific health area and on the strategies and plan to minimize the risk 

and incidents to patients. The final assessment will be carried out through a written test 

(60%) and the presentation of the developed work (40%), resulting from the sum of the 

partial scores. 

 

6. COHERENCE BETWEEN TEACHING METHODOLOGIES AND OBJECTIVES 

The presentation of different themes and syllabus, with systematization of concepts and 

information on Patient Safety and Risk Management, provide fundamental knowledge for 

the analysis and discussion of case studies, for research and construction of scientific 

publications related to the topics discussed, for filling out notification forms and for critical 

intervention and active participation in the measures to be observed to increase patient 

safety and minimize the risk in healthcare provision. The fieldwork and tutorial guidance 

dedicated to information research and data analysis allow students to develop self-

learning skills, planning and implementation skills and to monitor risk management and 

pharmacovigilance programs. 

 

 

Date: March 6, 2021 

 

Area/Group Coordinator and Professors, 

 _____________________________________________________  

Sandra Cristina do Espírito Santo Ventura 

 

 

 

 

 

 


