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Summary

Congenital anomaly registration is the internationally 

accepted method of:

• Early warning of teratogenic hazards and 

environmental risks

• Trend and spatial analysis of congenital anomalies

• Monitoring and evaluating the effectiveness of 

relevant prevention programmes

• Providing reassurance to families and 

communities in relation to the health of their 

communities

Currently, there is limited coverage of congenital 

anomalies in Ireland and even within covered areas, 

there is variable completeness of data.

This devalues the information from the Congenital 
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This devalues the information from the Congenital 

Anomalies Registers and leaves Ireland at risk of 

missing early signs of emerging threats such as 

Microcephaly from Zika virus.

Ireland has an international duty to carry out 

essential public health operations and has an ethical 

duty to “develop appropriate, feasible, sustainable 

public health surveillance” to protect public health as 

guided by the World Health Organization.

The solution is to:

• Develop a National Congenital Anomaly Registry 

(NCAR) plan to include:

� Sufficient resources

� Governance – as per legislative responsibilities 

and other mandates

� Operation - as per WHO guidelines on ethical 

issues in Public Health Surveillance including 

data, communication, and relevant research

• Advocacy that NCAR is a specified register under 

HIPS legislation, if data provision is not 

achievable under existing legislation 



Protecting Babies

• Early warning of Teratogenic 

Hazards e.g. Thalidomide

• Monitoring of health 

improvement interventions 

such as folic acid 

supplementation & 

fortification to prevent Neural 

Tube Defects such as spina

bifida

Inadequate Coverage
• Limited coverage of 

Congenital Anomaly Register 

to 3 regions – East, 

Southeast and South

• Efforts to set up registers in 

Northeast and Midlands  

have not been successful

Supporting Families and their 

HealthCare Professionals

• Providing incidence information 

to patients, families and the 

health services

• Research into congenital 

anomalies including 

collaboration with EUROCAT –

(European network of registers)

Protecting Communities & 

Addressing Health  Inequalities

• Health status monitoring 

especially for environmentally 

stressed areas

• Investigation of clusters of 

disease and outbreaks of 

infectious disease

• Recommendation of Askeaton

Report (2001)

Incomplete data
Due to misinterpretation of 

Data Protection legislation. 

Some registers have 

incomplete data - these are: 

• East – severely restricted

• Southeast – restricted

• South – more or less 

unrestricted

Purpose and Importance

Current Gaps and Deficits

Risks

Congenital anomaly registration coverage in blue

Inadequate coverage
• Data not representative

• Miss spatial trends 

Incomplete Data
• Invalid data

• Misinterpretation may lead 

to poor planning decisions

Inadequate preparedness 

for emerging threats such as 

Zika virus  infection e.g. 

Holidays – including 

honeymoon - to countries 

with active Zika transmission

Solution
• Plan for a national system for congenital anomaly registration to include:

• Resources - should be included in the estimates being prepared for HSE Business Plan

• Governance – as per legislative responsibilities and other mandates

• Operation - as per WHO guidelines on ethical issues in Public Health Surveillance including data 

requirements (e.g. screening data), communication, and relevant research

• Advocacy that NCAR is a specified register under HIPS legislation, if data provision is not achievable 

under existing legislation 

Example – ZIKA Virus and Microcephaly

Risks

•Microcephaly is one of the 

main features of Congenital 

Zika Syndrome 

•Urgent need to monitor 

Microcephaly incidence

“Sub-optimal practice
Not possible to carry out 

essential public health 

operation and ethical duty to 

“develop appropriate, feasible, 

sustainable public health 

surveillance” to protect public 

health as per WHO”

Missed opportunities
• Epidemiology for policy

• Evaluation of health 

interventions

• Data for health planning

• Quality assurance

• Implementation research

About 1 in 5 people 

infected with Zika

virus become ill

Risk of Congenital 

Zika Syndrome if   

infected while 

pregnant



Purpose of a national system (registry) for congenital anomaly surveillance

• Meet international obligations for this essential public health operation (as per WHO)

Early warning for new teratogenic exposures so that Ireland is in a position to respond quickly

• Provide epidemiological information regarding incidence and nature of congenital anomalies to patients,

families and to the health services

• Monitor trends to plan treatment services, health and social care services and public health policy, and

to address health inequalities in line with the Healthy Ireland Framework

• Monitor health improvement initiatives such as the effectiveness of folic acid supplementation and

fortification for the prevention of neural tube defects and the impact of developments in prenatal

screening

• Help in the investigation of clusters or outbreaks of disease and the health impact of known, suspect

and new environmental hazards

• Facilitate research into congenital anomalies within Ireland or as a collaborator with the EUROCAT

network

• Provide baseline health data for public health advice on planning and licensing and address the

recommendations of the Askeaton Report (2001) regarding cluster identification and response

• Link with the National Rare Diseases Plan for Ireland 2014-2018 which recommends that appropriate

support be given for the on-going involvement of Irish registries in relevant European collaborations,

including EUROCAT registries

Current legislative basis for such a Registry

Birth Notification legislation (1907 and 1915) mandates the provision of information to the Medical

Officer of Health (MOH). Article 8 of the current Data Protection legislation allows an exemption from

consent in the interests of public health. This will be covered in the new GDPR 2018 under article 9 which

allows exemption to article 6.1(a) i.e. consent in the interests of public health. Article 9: states Processing

of personal data concerning health shall be prohibited unless....processing is necessary for reasons of

More information on developing a National Congenital Anomaly Registry 

in Ireland

of personal data concerning health shall be prohibited unless....processing is necessary for reasons of

public interest in the area of public health. The requirements for Member State law which provides for

suitable and specific measures to safeguard the rights and freedoms of the data subject, in particular

professional secrecy are met by MOH law and professional obligations of MOHs under Medical Council

guidelines.

The European Data Protection Commissioner has permitted the EU Joint Research Centre (JRC) to process

data on congenital anomalies from the EUROCAT Network, without consent, based on public health

grounds outlined in the Lisbon Treaty and EU rare disease policy. Other states such as the UK, France,

Poland and Scandinavian countries have found ways of balancing data protection requirements with the

statutory need for congenital anomaly surveillance. In Finland, for example, it is mandatory for clinicians

to notify congenital anomalies to their registry. In England a national service combining congenital

anomaly and rare disease registration (NCARDRS) was commenced by Public Health England (PHE) in April

2015 under an annual parliamentary approval structure.

Gaps and Deficits

• Three regions only are covered – national coverage is required

• Incomplete ascertainment – some hospitals are refusing to provide any data

• Incomplete data – birth notification data provides only what is available at time of birth, does not

include conditions not diagnosed at birth but identified subsequently through post-natal screening

programmes - supplementary information on risk factors and concomitant conditions is also required

Urgent need for National Congenital Anomalies Registry (NCAR)

The need for accurate outputs from a national congenital anomaly surveillance system has become more

acute. A recent example of the importance of a registry is how the Zika virus is now recognised as being

linked to microcephaly. New and emerging disease such as this means that the importance of a

surveillance system which can determine valid incident rates of congenital anomalies is likely to increase

rather than diminish.



Need for planning now

Potential for a strong legislative mandate - The enactment of the Health Information and Patient

Safety (HIPS) legislation will provide the legislative underpinning for establishing such a registry in

Ireland. However, the revised General Scheme of the bill does not describe how an existing registry,

index or database can apply to become a ‘prescribed data resource’ and explicitly states that ‘there

will be a limited number of each’, ‘they cannot be applied for – they will be chosen by the Minister’. It

is essential that NCAR is selected.

Planning requirements

Resources - staffing of all three current registries falls within the Health and Wellbeing Division

offering possible synergies in developing a single national congenital anomaly surveillance register.

Possible development of a Rare Disease Registry by the HSE Rare Diseases Programme may merit

consideration of joint surveillance of Rare Diseases and congenital anomalies as one possible option,

though these programmes have different surveillance objectives. A national registry is in keeping

with Action 6.7 of the Healthy Ireland Framework which is to develop a child health database. In

order to measure and address health inequalities, the child health database must include geo-

referencing to allow calculation of deprivation and must reflect, either by direct calculation or

linking, valid accurate anomaly incidence and prevalence.

Links with other data sources - Concurrent ICT developments need to be alerted now and over the

coming months to include capacity for data linkages to support national congenital anomaly

surveillance. These include:

• Maternal and Newborn Clinical Management System (MN-CMS)

• National Immunisation and Child health Information system (NICIS) and

• Electronic Health Record (EHR) which have the capacity to supply information (data sharing)

‘Matching data resources’ will also be prescribed by the Minister in the HIPS bill.

The establishment of a single National Children’s Hospital will reduce the range of informationThe establishment of a single National Children’s Hospital will reduce the range of information

sources used by the current three registries and offers opportunities to streamline data collection

and transfer processes.

In summary

The PHMEHG is concerned that incomplete coverage of national congenital anomaly surveillance and

increasing restriction in data collection for existing registries represents a serious deficit in the

infrastructure required to define and assess potential threats to public health from environmental

factors. If the current national congenital anomaly surveillance system becomes a ‘prescribed data

resource’ under the HIPS legislation, one key barrier in moving towards national coverage will be

removed. However a proactive approach will still be required as it will have to be planned, project-

managed and implemented within the legal structures under which it is allowed.

Urgent action for 2017/2018

PHMEHG proposes that the Health and Wellbeing Business Plan for 2018 includes the designation of

a Project Lead for the National Congenital Anomaly Registry who will:

• Continuously advocate that congenital anomaly surveillance is recognised as a Prescribed Data

Resource by the Minister under the HIPS legislation

• Liaise with current registries to develop a costed business plan with optimal integration of existing

resources

• Establish linkages with other relevant groups and services which alert them to the need to include

data sharing with a national congenital anomaly registration system in their on-going and future

plans for service and ICT development

• Develop an implementation plan in accordance with international best practice and in accordance

with its legislative mandate


