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FOR

THE EPIDEMIOLOGICAL SURVEILLANCE AND CONTROL OF COMMUNICABLE DISEASES IN HUMANS

I. BASIC ACTS AND IMPLEMENTING MEASURES

Decision No 1082/2013/EU of the European Parliament and of the Council of 22 October 2013 on serious cross-border threats to health and repealing Decision No 2119/98/EC 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:293:0001:0015:EN:PDF
Commission implementing Decision (EU) 2014/504 of 25 July 2014 with regard to the template for providing the information on preparedness and response planning in relation to serious cross-border threats to health

EUR-Lex - 32014D0504 - EN - EUR-Lex
Commission Implementing Decision (EU) 2017/253 of 13 February 2017 laying down procedures for the notification of alerts as part of the early warning and response system established in relation to serious cross-border threats to health and for the information exchange, consultation and coordination of responses to such threats pursuant to Decision No 1082/2013/EU of the European Parliament and of the Council. 

http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017D0253&rid=1
Commission Recommendation (EU) 2017/1140 of 23 June 2017 on personal data that may be exchanged through the Early Warning and Response System (EWRS) established pursuant to Decision No 1082/2013/EU of the European Parliament and of the Council for the purposes of the coordination of contact tracing measures in relation to serious cross-border threats to health.
For the purpose of this exercise we are referring to the articles of the consolidated version: 
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2017.164.01.0065.01.ENG&toc=OJ:L:2017:164:TOC
2000/96/EC: Commission Decision of 22 December 1999 on the communicable diseases to be progressively covered by the Community network under Decision No 2119/98/EC of the European Parliament and of the Council 

For the purpose of this exercise we are referring to the articles of the consolidated version: 
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:2000D0096:20120905:EN:PDF
2002/253/EC: Commission Decision of 19 March 2002 laying down case definitions for reporting communicable diseases to the Community network under Decision No 2119/98/EC of the European Parliament and of the Council 

For the purpose of this exercise we are referring to the articles of the consolidated version: 
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:2002D0253:20120927:EN:PDF
Regulation (EC) No 851/2004 of the European Parliament and of the Council of 21 April 2004 establishing a European Centre for Disease Prevention and Control
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:142:0001:0011:EN:PDF
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	PREPAREDNESS AND RESPONSE PLANNING
	
	
	
	
	

	1. Providing of information on preparedness and response planning by completing the template annexed to the Commission Implementing Decision 2014/504/EU (OJ L 223, 29.7.2014, p. 25–36).
Please complete the template on preparedness.
	Article 4 of Decision 1082/2013/EU and Commission Implementing Decision 2014/504/EU
	
	
	
	

	EPIDEMIOLOGICAL SURVEILLANCE AND AD HOC MONITORING
	
	
	
	
	

	1. Competent authorities charged with collecting and communicating information relating to the epidemiological surveillance of communicable diseases:

a) List of authorities responsible at regional level charged with collecting and transmitting the information to the authorities at national level

b) List of authority responsible at national level for collecting the information

	Articles 6 and 15 (a) Decision 1082/2013/EU

Article 4 Decision 2000/96/EC
	
	
	
	

	2. Nature, type of data and information collected at regional level and transmitted to the authorities at national level in the field of epidemiological surveillance. 

a) Please indicate if you have a national database with information collected  in relation to the epidemiological surveillance of communicable diseases, antimicrobial resistance and healthcare-associated infections related to communicable diseases

b) Please indicate the structure of the date and information collected in relation to the epidemiological surveillance of communicable diseases, antimicrobial resistance and healthcare-associated infections related to communicable diseases; 
Do you collect information concerning the progression of epidemic situations and information concerning unusual epidemic phenomena or new communicable diseases of unknown origin, including those in third countries?
c) Please indicate the standard operation procedures in place for collecting the relevant data and transmitting them to the authorities at national level (in particular, a lapse of time between the occurrence of the outbreak and its notification).  

	Articles 6(3) and 6(5)a Decision 1082/2013/EU

Article 1 Decision 2002/253/EC

Article 4 of Regulation 851/2004


	
	
	
	

	3. Criteria for selection of communicable diseases and related special health issues to be covered by epidemiological surveillance

a) List of criteria available at national level

b) Reflection on coherence between national and EU criteria, as included in Annex of Decision 1082/2013/EU
	Article 6 5. (a) and Annex of Decision 1082/2013/EU


	
	
	
	

	4. Which communicable diseases and related special health issues are covered by the epidemiological surveillance? Does this list include (Y/N answer please):
Diseases preventable by vaccination

Diphtheria

Infections with Haemophilus influenza group B

Influenza including Influenza A(H1N1) 

Measles

Mumps

Pertussis

Poliomyelitis

Rubella

Smallpox

Tetanus

Sexually-transmitted diseases

Chlamydia infections

Gonococcal infections

HIV infection

Syphilis

Viral hepatitis

Hepatitis A

Hepatitis B

Hepatitis C

Food- and waterborne diseases and diseases of environmental origin

Anthrax

Botulism

Campylobacteriosis

Cryptosporidiosis

Giardiasis

Infection with Enterohaemorrhagic E. coli

Leptospirosis

Listeriosis

Salmonellosis

Shigellosis

Toxoplasmosis

Trichinosis

Yersinosis

Other diseases

-  Diseases transmitted by non-conventional agents

Transmissible spongiform encephalopathies, variant Creutzfeldt-Jakob’s disease

- Airborne diseases

Legionellosis

Meningococcal disease

Pneumococcal infections

Tuberculosis

Severe acute respiratory syndrome (SARS)

-  Zoonoses (other than those listed above)
Brucellosis

Echinococcosis

Rabies

Q fever

Tularaemia

Avian influenza in humans

West Nile virus infection

- Serious imported diseases

Cholera

Malaria

Plague

Viral haemorrhagic fevers

-  Vector-borne diseases

Tick-borne encephalitis (TBE)

SPECIAL HEALTH ISSUES

-  Nosocomial infections

-  Antimicrobial resistance
	Article 6 5. (a) Decision 1082/2013/EU

Article 4 Decision 2000/96/EC

Annex I Decision 2000/96/EC
	
	
	
	

	5. Case definitions for reporting communicable diseases 

Please compare the list of case definitions at national and EU level and indicate the ones that differ.
	Article 6 (4). and 6(5) (b) of Decision 1082/2013/EU

Article 1 Decision 2002/253/EC

Annex Decision 2002/253/EC
	
	
	
	

	6. Competent authorities charged with collecting and communicating information relating to the events caused by threats other than communicable diseases. Please indicate:
a) List of authority(-ies) at regional and national level;
b) List of national monitoring systems for detecting threats other than communicable diseases;
c) detection capacity (existence and functioning of specialised laboratories) at regional and national level.

	Article 7(1) Decision 1082/2013/EU
	
	
	
	

	ALERT NOTIFICATION
	
	
	
	
	

	1. Notification of public health threats at national level
A) Is there a national electronic alert system? If so, short description

b) Listing of types of events reported at national level
c) Assessment of functioning of such a system (its daily use, time for notification of alerts, availability 24/7 of contact points)

 
	Article 9(1) Decision 1082/2013/EU Article 1 Decision 2000/57/EC

Annex I Decision 2000/57/EC


	
	
	
	

	2. Nature and type of data and information to be collected and transmitted in the alert system. 

Does it include (Y/N answer):
(a) the type and origin of the agent;

(b) the date and place of the incident or outbreak;

(c) means of transmission or dissemination;

(d) toxicological data;

(e) detection and confirmation methods;

(f) public health risks;

(g) public health measures implemented or intended to be taken at national level;

(h) measures other than public health measures;

(i) personal data necessary for the purpose of contact tracing in accordance with Article 16.

	Article 9 (3) Decision 1082/2013/EU
	
	
	
	

	PUBLIC HEALTH RESPONSE
	
	
	
	
	

	1. Competent regional and/or national public health authorities responsible for determining the measures required to protect public health.
a) List of public health authority(-ies)
	Article 15 (b) Decision 1082/2013/EU
	
	
	
	

	2. Procedures for information, consultation and coordination on events and measures adopted in response to health threats or indications for such health threats
a) Short description of such procedures at national level, including procedures for intersectoral communication
d) technical and staff capacities (possibility to use electronic means of communication, availability of internet connection. the adequate availably of staff 24/7,  the capacity of staff to communicate with international counterparts)
	Article 11 Decision 1082/2013/EU
	
	
	
	

	OTHER
	
	
	
	
	

	1. Contract tracing and protection of personal data

a) Description of contact tracing activities at national level and their reporting through national early warning and response systems

b) Description of specific procedures concerning processing of personal data relating to contact tracing activities at national level (eg. what personal data are processed within the systems and for what purpose, what is the applicable law, who has access to your information and to whom is it disclosed, how do you protect and safeguard the information).


	Article 16 Decision 1082/2013/EUArticle 2a Decision 2000/57/EC

P.M: Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the protection of individuals with regard to the processing of personal data and on the free movement of such data

(OJ L 281, 23.11.1995, p. 31–50)
	
	
	
	

	P.M:

2. Cooperation between public health authorities and food safety authorities at national level in respect of the yearly reporting.
- Do you prepare a yearly report on trends and sources of zoonoses, zoonotic agents and antimicrobial resistance? 

Does it include the following food-borne outbreak data:
(a) total number of outbreaks over a year;

(b) number of human deaths and illnesses in these outbreaks;

(c) the causative agents of the outbreaks, including, where possible, serotype or other definitive description of the agents. 
Where the identification of the causative agent is not possible, is the reason for such unidentifiability stated?
	Article 9 of Directive 2003/99/EC of the European Parliament and of the Council of 17 November 2003 on the monitoring of zoonoses and zoonotic agents, amending Council Decision 90/424/EEC and repealing Council Directive 92/117/EEC
(OJ L 325, 12.12.2003, p. 31–40)
	
	
	
	

	P.M.

3. Safety at laboratories

Are employers obliged, in the case of all activities for which there is a risk to the health or safety of workers due to work with biological agents, to take appropriate measures to ensure hygiene and individual protection?
	Article 8 Directive 2000/54/EC of the European Parliament and of the Council of 18 September 2000 on the protection of workers from risks related to exposure to biological agents at work
Official Journal L 262, 17/10/2000 P. 0021 - 0045
	
	
	
	


II. COUNCIL RECOMMENDATIONS (not legally binding)

Council Recommendation (EC) No 2002/77 of 15 November 2001 on the prudent use of antimicrobial agents in human medicines
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2002:034:0013:0016:EN:PDF
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	Do you adopt and implement specific strategies towards the prudent use of antimicrobial agents in the aim of containing the increase of pathogens resistant to these agents?

If so, do these strategies comprise measures in relation to surveillance, education, information, prevention and control, and research?
	
	
	
	
	

	Do you adopt preventive measures to support the prudent use of  antimicrobial agents by:

(a) restricting systemic antibacterial agents to prescription-only use;

(b) setting guidelines for the use of other antimicrobial agents not subject to requirements for prescription only use;

(c) developing evidence-based principles and guidelines on good practice for the management of communicable diseases, to maintain the effectiveness of antimicrobial agents.

(d) establishing and implementing control systems on good practice of marketing of antimicrobial agents;

(e) implementing hygiene and infection control standards in institutions (hospitals, child care facilities, nursing homes etc.) and in the community, and assessing their impact in the prevention of  communicable diseases and the need for antimicrobial agents;

(f) encouraging national  immunisation programmes to

progressively eliminate vaccine preventable diseases;
	
	
	
	
	

	Do you promote education and training of health professionals on the problem of antimicrobial resistance?
	
	
	
	
	

	Do you inform the general public of the importance of prudent use of antimicrobial agents?
 If so, how?
	
	
	
	
	

	Do you have in place an appropriate intersectoral mechanism for the coordinated implementation of the above strategies?
	
	
	
	
	


Council Recommendation of 9 June 2009 on patient safety, including the prevention and control of health associated infections (2009/C 151/01)
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2009:151:0001:0006:EN:PDF
	EU legislation
	National legislation
	Remarks from applicant country
	Comments (from the Commission)

	STRUCTURES AND MECHANISMS
	Reference

OJL
	COUNTRY COMMENTS

/ INPUT
	Reference
	
	

	Have you (Y/N)
(a) designated the competent authority or authorities or any other competent body or bodies responsible for patient safety;

(b) embedded patient safety as a priority issue in health policies and programmes at national as well as at

regional and local levels;

(c) supported the development of safer and user-friendly systems, processes and tools, including the use of information and communication technology;

(d) regularly reviewed and updated safety standards and/or best practices applicable to healthcare;
 (e) encouraged health professional organisations to have an active role in patient safety;

(f) included a specific approach to promote safe practices to prevent the most commonly occurring adverse

events such as medication-related events, healthcare associated infections and complications during or after surgical intervention?
	
	
	
	
	

	Have you empowered and informed citizens and patients by:

(a) involving patient organisations and representatives in the development of policies and programmes on patient safety at all appropriate levels?
(b) disseminating information to patients on:

(i) patient safety standards which are in place;

(ii) risk, safety measures which are in place to reduce or prevent errors and harm, including best practices,

and the right to informed consent to

treatment, to facilitate patient choice and decision-making;

(iii) complaints procedures and available remedies and redress and the terms and conditions applicable;

(c) considered the possibilities of development of core competencies in patient safety namely, the core

knowledge, attitudes and skills required to achieve safer care, for patients.
	
	
	
	
	

	Have you established blame-free reporting and learning systems on adverse events that:

(a) provide information on the extent, types and causes of errors, adverse events and near misses;

(b) encourage healthcare workers to actively report through the establishment of a reporting environment which is open, fair and non punitive; 
(c) provide, as appropriate, opportunities for patients, their

relatives and other informal caregivers to report their experiences.
	
	
	
	
	

	Do you promote, at the appropriate level, education and training of

healthcare workers on patient safety by:

(a) encouraging multidisciplinary patient safety education and training of all health professionals, other healthcare workers and relevant management and administrative

staff in healthcare settings;

(b) embedding patient safety in undergraduate and postgraduate

education, on-the-job training and the

continuing professional development of health professionals;

(c) considering the development of core competencies in patient safety namely, the core knowledge, attitudes and skills required to achieve safer care, for dissemination to all healthcare workers and relevant management and administrative staff;

(d) providing and disseminating information to all healthcare workers on patient safety standards, risk

and safety measures in place to reduce or prevent errors and harm, including best practices, and

promoting their involvement;

(e) collaborating with organisations involved in professional education in healthcare to ensure that patient

safety receives proper attention in the higher education curricula and in the ongoing education and training of health professionals, including the development of the skills needed to manage and deliver the behavioural changes necessary to improve patient

safety through system change.
	
	
	
	
	

	Do you develop and promote research on patient safety?
	
	
	
	
	

	Have you adopted and implemented a strategy for the prevention and control of healthcare associated infections, pursuing the following objectives:
(a) implement prevention and control measures at national or regional level to support the containment of healthcare associated infections and in particular:

(i) to implement standard and risk-based infection prevention and control measures in all healthcare

settings as appropriate;
 (ii) to promote consistency in, and communication of, infection prevention and control measures between healthcare providers treating or caring for a particular patient;

(iii) to make guidelines and recommendations available

at national level;

(iv) to encourage the adherence to prevention and control measures by using structure and process indicators, as well as the results of accreditation

or certification processes in place;

(b) enhance infection prevention and control at the level of the healthcare institutions in particular by encouraging healthcare institutions to have in place:

(i) an infection prevention and control programme addressing aspects such as organisational and structural arrangements, diagnostic and therapeutic procedures (for example antimicrobial stewardship),

resource requirements, surveillance objectives, training and information to patients;

(ii) appropriate organisational governance arrangements for the elaboration and the monitoring

of the infection prevention and control programme;

(iii) appropriate organisational arrangements and qualified personnel with the task of implementing

the infection prevention and control programme;

(c) establish or strengthen active surveillance systems by:

(i) at national or regional level:

— organising prevalence surveys at regular intervals, as appropriate;

— taking into account the importance of surveillance of targeted infection types to establish national reference data, accompanied by process and structure indicators to evaluate

the strategy;

— organising the timely detection and reporting of alert healthcare associated organisms or

clusters of healthcare associated infections to the relevant body as per requirements at national level; 
— reporting of clusters and infection types of relevance for international level in accordance with the international regulations in place;

(ii) at the level of healthcare institutions:

— encouraging high quality microbiological documentation and patient records;

— performing the surveillance of the incidence of targeted infection types, accompanied by process and structure indicators to evaluate the implementation of infection control

measures;

— considering the use of surveillance of particular infection types and/or particular strains of healthcare associated pathogens for the timely

detection of alert healthcare associated organisms or clusters of healthcare associated infections;

(d) foster education and training of healthcare workers by:

(i) at national or regional level, defining and implementing

specialised infection control training

and/or education programmes for infection control staff and strengthening education on the

prevention and control of healthcare associated infections for other healthcare workers;

(ii) at the level of healthcare institutions:

— providing regular training for all healthcare personnel, including managers, on basic principles

of hygiene and infection prevention and control; 
— providing regular advanced training for personnel having particular tasks related to the

prevention and control of healthcare associated infections;

(e) improve the information to the patients by healthcare institutions:

(i) making available objective and understandable information about the risk of healthcare associated

infections, the measures implemented by the healthcare institution to prevent them and on how patients can help to prevent those infections;

(ii) providing specific information, for example on prevention and control measures, to patients colonised or infected with healthcare associated pathogens;

(f) support research in fields such as epidemiology, the applications of nanotechnologies and nanomaterials,

new preventive and therapeutic technologies and interventions

and on the cost-effectiveness of infection prevention and control.
	
	
	
	
	


Council Recommendation (EU) No 2009/1019 of 22 December 2009 on seasonal influenza vaccination
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:348:0071:0072:EN:PDF
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	Have you adopted and implemented national, regional or local action plans or policies, as appropriate, aimed at improving seasonal influenza vaccination coverage?
Do you foster vaccination coverage among healthcare workers?
	
	
	
	
	

	In the framework of the action plans or policies referred to above, have you:

(a) measured uptake in all risk groups, and analysed the reasons why some people do not wish to receive vaccinations; 
(b) fostered education, training, and information exchange on seasonal influenza and vaccination by organising:

(i) information action for healthcare workers;

(ii) information action for risk groups and their families regarding the risks associated with, and the prevention of, influenza;

(iii) effective information action to remove obstacles to vaccination uptake.
	
	
	
	
	


� A revision is in final stage of adoption (expected May 2018)


� A revision is in final stage of adoption (expected May 2018)
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