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manufacturing licences in 
place at year end – 135 for 
human medicines and 24 for 
veterinary medicines

159

delegates attended the 
HPRA Brexit information 
day in February

The number of Reference Member 
State transfers to Ireland for 
human and veterinary medicines 
in advance of Brexit

554

new human medicines 
authorised during 2019

applications issued for clinical 
trials of human medicines

433

88

medical devices organisations 
registering with the HPRA as 
EU Authorised Representatives 
following impact of Brexit 

40

HPRA experts acted as rapporteur or  
co-rapporteur in respect of 24 new 
centrally authorised veterinary medicines 

24 

The number of European 
Medicines Agency scientific advice 
procedures for human medicines 
co-ordinated by the HPRA

102
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2019 Statistics 
at a Glance 

 
 

Top 5  

export certificates issued – 
1,367 certificates for medicines 
and 2,710 free sale certificates 
for medical devices

4,077 

300+
The HPRA was among the top five 
contributors at EU level for lead 
assessment of centrally authorised 
medicines & scientific advice



GMP inspections conducted at 
manufacturing sites for human and 
veterinary medicines, and active 
substances 

110

The HPRA was EU rapporteur for 
the management of any safety 
signals detected in relation to 
55 centrally authorised human 
medicines 

55

medical device vigilance reports 
received and assessed

2,295

market surveillance cases 
undertaken in respect of 
medical devices

dosage units of fake 
(falsified) and other illegal 
medicines detained

1,654

1,018,678   

medicine recalls consisting  
of 125 human medicines and  
7 veterinary medicines

132

reports of suspected adverse 
reactions associated with use of 
veterinary medicines

347 

suspected adverse reaction 
reports for human medicines 
received

9,253
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page views on the HPRA 
website – the  highest 
ever annual figure4.4 million   

 
 

�6

reactive surveillance cases 
initiated for cosmetic products

287 �L









Ms. Ann Horan 
(Chairperson)

Mr. Wilfred J. Higgins 
Term ended 31 December 2019

Mr. David Holohan

Prof. David Kerins 
Appointed 22 March 2019

Dr. Elizabeth Keane Prof. Caitriona O’Driscoll

Mr. Brian Jones

Dr. Diarmuid Quinlan

Mr. Pat Brangan 
Term ended 31 December 2019
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Authority Members
The Authority of the HPRA is appointed by the 
Minister for Health in accordance with the powers 
conferred by subsection 2 of section 7 of the Irish 
Medicines Board Act, 1995. The members of the 
Authority during 2019 were:















































•	We continued to liaise with the HSE lead and 
colleagues from Organ Donation and Transplant 
Ireland (ODTI) in relation to our respective roles 
under EU and national legislation on the Quality 
and Safety of Human Organs intended for 
Transplantation. During the past year, this included:

–	The exchange of relevant information on serious 
adverse reactions and events. In 2019, the 
HPRA received twelve reports of serious adverse 
reactions and events associated with organ 
donation / transplantation;

–	Updates to the organ report form;

–	Contribution to the review of the ‘Framework 
for the Quality and Safety of Human Organs 
Intended for Transplantation’.

•	We inspect relevant establishments, organisations 
and centres to monitor compliance with applicable 
national and EU legislation and guidelines on 
the quality and safety of blood, blood products, 
tissues and cells, and human organs intended for 
transplantation. Our inspection programme in 2019 
included:

–	24 tissue establishment inspections of which two 
were non-routine; and

–	Seven routine inspections of blood 
establishments.

Legislation and Regulation

•	As part of our ongoing contribution to the 
preparation of relevant legislation, we provided 
feedback to the Department of Health on draft 
statutory instruments (SIs) for transposition of EU 
Directives on coding and import of human tissues 
and cells, which were signed early in the year, and 
on their implementation. 

•	 In relation to assisted human reproduction, 
we engaged with the Department of Health 
on development of related legislation. We 
also continued to engage in respect of the 
commencement of parts 2 and 3 of the Children 
and Family Relationships Act 2015. A related 
Commencement Order was signed that will come 
into effect on 4 May 2020.
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Stakeholders and Partners

•	As part of our ongoing stakeholder engagement, in 
2019 we:

–	Engaged in a consultation with stakeholders 
regarding the method of supply of antiparasitic 
veterinary medicinal products that are intended 
for food-producing animals, and produced a 
report on this topic;

–	Met with key interested parties (veterinary and 
farming organisations) to discuss availability issues 
and possible solutions. 

   

•	Throughout 2019, we continued our involvement 
across the EU regulatory network, which includes 
active participation at the EMA and the HMA. 

•	As in recent years, we delivered a programme 
of presentations to veterinarian students and 
veterinary nursing students on the role of the HPRA 
and the promotion of veterinary pharmacovigilance. 
We also presented at a number of industry 
stakeholder events. A full list of all presentations 
delivered during 2019 is provided in Appendix 2. 

•	Our Medicinal Products Newsletter provides 
updates for those working in the veterinary 
medicines sector on Irish and European legislation, 
new / revised HPRA regulatory publications and 
stakeholder events such as information days. Three 
editions were published on our website in 2019 and 
are available to download from the ‘Publications’ 
section.

•	We also contributed a number of articles to the 
Veterinary Ireland Journal and the It’s Your Field 
publication. Details are included in Appendix 3.
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Authorisation and Registration

•	The HPRA carries out evaluations of applications 
for the authorisation of research establishments and 
projects in addition to evaluating applications from 
individuals to allow them to manage projects or to 
conduct procedures or euthanasia of animals. 

	 As shown in the accompanying table, there 
was a decrease in the total number of projects 
authorised in 2019. In addition to the new individual 
authorisations issued during the year, there were 
also 111 renewals of individual authorisations. 
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Scientific Animal  
Protection
The HPRA is the competent authority in 
Ireland responsible for the implementation 
of EU legislation (Directive 2010/63/EU) for 
�Ì�…�i���«�À�œ�Ì�i�V�Ì�ˆ�œ�˜���œ�v���>�˜�ˆ�“�>�•�Ã���Õ�Ã�i�`���v�œ�À���Ã�V�ˆ�i�˜�Ì�ˆ�w�V��
purposes.





















•	Also in 2019, the TOPRA Annual Symposium was 
held in Dublin from 30 September to 2 October 
in co-operation with the HPRA. The Symposium, 
which is recognised as a key event in the European 
regulatory affairs calendar, gives participants access 
to the latest information and insights directly from 
regulators, key opinion leaders and innovators. Of 
note:  

–	The theme for the 2019 event was: “Europe at the 
forefront of global healthcare regulation: Driving 
innovation through convergent approaches in 
medicines, devices and veterinary regulatory 
affairs”.

–	More than 640 participants attended from 31 
countries representing over 300 entities, including 
22 regulatory authorities.

–	Speakers included representatives from the World 
Health Organisation, the European Commission, 
the European Medicines Agency and various 
European national authorities. Attendees also 
heard from representatives of industry in addition 
to healthcare professional and patient groups. 

–	HPRA staff members, as well as contributing to 
the planning for the event as part of the separate 
human medicines, veterinary medicines and 
medical devices symposium working parties, also 
delivered a broad range of presentations over the 
course of the three-day programme.

�-�G�[���Q�W�V�T�G�C�E�J���C�P�F���G�P�I�C�I�G�O�G�P�V���‚�I�W�T�G�U������������ 2019

Public consultations held:

	 -	 Proposed regulatory fees for human products 

	 -	 Proposed regulatory fees for veterinary medicines

	 -	 Public consultation on HPRA Strategic Plan 2021-2025

3

Public consultations responded to:

	 -	 Included Department of Health; Department of Business, Enterprise and Innovation; EMA; and PSI 

13

Events managed by HPRA events teams 7

Freedom of information requests 33

Requests received in accordance with the Data Protection Acts 3

Parliamentary questions 52

Queries from Government departments or members of the Oireachtas 101

Protected disclosures received by external persons under section 7(2) of the protected Disclosures Act, of 
which investigation is: 

-	 Concluded

-	 Ongoing

6

3

Protected disclosures from HPRA staff members 0

Complaints 1

Customer service queries 3,336
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Bankers:	 Allied Irish Bank
		  1-3 Lower Baggot Street
		  Dublin 2

		  Bank of Ireland Corporate
		  2 Burlington Plaza
		  Burlington Road
		  Dublin 4

		  KBC Bank Ireland 
		  Sandwith Street 
		  Dublin 2

Solicitors:	 Eugene F. Collins
		  Temple Chambers
		  3 Burlington Road
		  Dublin 4

		  Eversheds
		  1 Earlsfort Centre	
		  Earlsfort Terrace
		  Dublin 2

		  Byrne Wallace 
		  88 Harcourt Street
		  Dublin 2

�*�G�C�F���1�H�‚�E�G��	Kevin O’Malley House
		  Earlsfort Centre
		  Earlsfort Terrace
		  Dublin 2

Auditors:	 Comptroller and Auditor General
		  3A Mayor Street Upper
		  Dublin 1

Authority Members and Other Information

Authority:	 Most recent  
	 appointment date	 Expiry date

Ms. Ann Horan (Chairperson)	 01/01/2016	 31/12/2020

Mr. Pat Brangan	 22/05/2017	 31/12/2019

Mr. Wilfrid Higgins	 22/05/2017	 31/12/2019

Mr. David Holohan	 27/01/2016	 26/01/2021

Mr. Brian Jones 	 27/01/2016	 26/01/2021

Dr. Elizabeth Keane	 22/05/2019	 21/05/2022

Prof. David Kerins	 22/03/2019	 31/12/2020

Prof. Caitriona O’Driscoll	 01/01/2016	 31/12/2020

Prof. Richard Reilly	 01/01/2020	 31/12/2024

Dr. Diarmuid Quinlan	 22/05/2019	 21/05/2024

All Authority members are appointed by the Minister for Health.
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Financial 
Statements
for the Year Ended  
31 December 2019





















	 Note 	 2019 	 2018
		  €	 €

�%�C�U�J���ƒ�Q�Y�U���H�T�Q�O���1�R�G�T�C�V�K�P�I���#�E�V�K�X�K�V�K�G�U

 
�5�W�T�R�N�W�U���H�Q�T���‚�P�C�P�E�K�C�N���[�G�C�T��		  1,618,151 	 1,163,434

Depreciation of property, plant and equipment		  1,274,848 	 1,593,390

�
�2�T�Q�‚�V�����.�Q�U�U���Q�P���&�K�U�R�Q�U�C�N���Q�H���R�T�Q�R�G�T�V�[�����R�N�C�P�V���C�P�F���G�S�W�K�R�O�G�P�V		 (49) 	 26

�
�+�P�E�T�G�C�U�G�����K�P���&�G�D�V�Q�T�U		  (316,644)	 �
����������������

�
�+�P�E�T�G�C�U�G���������&�G�E�T�G�C�U�G���K�P���5�V�Q�E�M		  (2,035)	 1,635

Increase in Creditors - amounts		

falling due within one year		  1,532,175	 1,702,799

Deposit Interest 		  (16,737) 	 �
��������������

Bank Interest		  174,075	 181,171

�%�C�U�J���H�T�Q�O���1�R�G�T�C�V�K�Q�P�U		 4,263,784 	 3,832,738

Bank Interest Paid 		  (174,075)	 �
����������������

�0�G�V���%�C�U�J���I�G�P�G�T�C�V�G�F���H�T�Q�O���1�R�G�T�C�V�K�P�I���#�E�V�K�X�K�V�K�G�U		 4,089,709	 3,651,567

�%�C�U�J���ƒ�Q�Y�U���H�T�Q�O���+�P�X�G�U�V�K�P�I���#�E�V�K�X�K�V�K�G�U		

Deposit Interest Received		  16,737	 16,064

�
�+�P�E�T�G�C�U�G���������&�G�E�T�G�C�U�G���K�P���$�C�P�M���&�G�R�Q�U�K�V�U	 ��	 (9,441,426)	 4,085,613

Payments to acquire property, plant and equipment	  	 (1,744,103)	 �
����������������

Receipts fom sales of property, plant and equipment		  680 	 0

 
Net cash from Investing Activities		  (11,168,112)	 3,420,270

�%�C�U�J���ƒ�Q�Y�U���H�T�Q�O���(�K�P�C�P�E�K�P�I���#�E�V�K�X�K�V�K�G�U

Repayment of Borrowings		  (793,332) 	 �
����������������

Net cash used in Financing Activities		  (793,332) 	 �
����������������

 
Net increase/(decrease) in Cash and Cash Equivalents		  (7,871,735)	 6,278,505

Cash and Cash Equivalents at beginning of year		  10,162,555 	 3,884,050

 
Cash and Cash Equivalents at end of year	 9 	 2,290,820	 10,162,555

 
 

Statement of Cash Flows
For the year ended 31 December 2019
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Notes to the Financial Statements
For the year ended 31 December 2019

2.	 Property, plant	 Fixtures and	 Computer 	 Leasehold	 Improvements	 Premises	 Total	
	 and equipment	 Fittings	 Equipment	Improvements	 To Premises			 
		  €	 €	 €	 €	 €	 €
		  Cost
		  Balance as at 	   1,238,581   	      16,441,616  	           502,445   	        4,374,608   	   23,156,037   	 45,713,287
		  1 January 2019 	

		  Additions for the year 	            85,977   	   1,387,110  	  271,016  	  - 	  - 	 1,744,103
		  Disposals for the year	 (650)	 (115,420)	 -   	  -   	  -   	 (116,070)

		  As at 31 December 2019 	      1,323,908 	 17,713,306	 773,461	 4,374,608	 23,156,037	 47,341,320

		  Depreciation
		  Balance as at 	   1,196,283	 15,579,197	 502,445	 4,007,532	  -	 21,285,457
		  1 January 2019

		  Charge for the year 	            39,162	 1,101,364	 27,102	 107,220	  - 	 1,274,848
		  Disposals for the year 	 (650)	 (114,789)	 -	  -	  -	 (115,439)

		  As at 31 December 2019 	   1,234,795	 16,565,772	 529,547	 4,114,752	  -	 22,444,866

		  Net Book value at  
	 31 December 2019 	            89,113	 1,147,534	 243,914	  259,856	 23,156,037	 24,896,454

		  Net Book value at 
		  1 January 2019 	   42,298	 862,419	  -	 367,076	 23,156,037	 24,427,830

3.  Income	  2019	  2018
	  €	  €

	 Fee Income
	 Clinical Trials 	   389,916   	   210,844  

	 Human Medicine - National Fees 	   7,034,900   	        6,927,684  

	 Human Medicine - European Fees 	   9,197,663   	        7,311,717  

	 Veterinary Medicine - National Fees 	   1,988,373   	        1,856,343  

	 Veterinary Medicine - European Fees 	   1,691,326   	        1,662,060  

	 Compliance Department 	   5,845,249  	   4,925,873  

	 Medical Devices 	   1,715,249   	        1,565,944   
	  
		    27,862,676   	      24,460,465  

	 Movement in deferred revenue	  70,200 ��	 ���
������������������

		    27,932,876   	      23,901,603  

	 Dept Of Health Funding (Vote 38 Subhead E1) 	   4,964,255  	        4,316,000   
	 Other Income (Note 4) 	   805,824  	           888,884 

	  
	 Total Income 	   33,702,955  	      29,106,487  

 
�%�G�T�V�C�K�P���H�G�G�U���T�G�E�G�K�X�G�F���D�[���V�J�G���#�W�V�J�Q�T�K�V�[���W�P�F�G�T���V�J�G���+�T�K�U�J���/�G�F�K�E�K�P�G�U���$�Q�C�T�F���#�E�V�������������
�C�U���C�O�G�P�F�G�F�������V�Q�V�C�N�N�K�P�I���a��������������������		
�K�P���������������U�J�C�N�N���D�G���R�C�K�F���K�P�V�Q���Q�T���F�K�U�R�Q�U�G�F���Q�H���H�Q�T���V�J�G���D�G�P�G�‚�V���Q�H���V�J�G���'�Z�E�J�G�S�W�G�T���K�P���U�W�E�J���O�C�P�P�G�T���C�U���V�J�G���/�K�P�K�U�V�G�T���H�Q�T���2�W�D�N�K�E		
Expenditure and Reform directs.			 
			 
The HPRA is in discussions with its parent department, as it is some years since the Minister has issued a directive in		
relation to the fees under Section 13 of the IMB Act.			 
			 
			 
.
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Notes to the Financial Statements
For the year ended 31 December 2019

4. 	Other Income
	  2019	  2018
	  €	  €
	  
	 Conference Fee Income 	   12,860   	   181,842  

	 Deposit Interest 	   16,737   	             16,064  

	 �
�.�Q�U�U�����)�C�K�P���Q�P���&�K�U�R�Q�U�C�N���Q�H���(�K�Z�G�F���#�U�U�G�V�U��	  49    	 ���
������

	 IT Income 	   714,875  	    614,250  

	 Zambia Project Income	   61,303  	   76,754 

		   
		   805,824  	 888,884

5. 	Salaries and Wages 			 
 
	 Basic Pay 	     19,622,110    	    18,265,668   

	 Overtime 		     10,956    	         12,465  

	 Allowances 	    178,300    	    169,636   

	 �5�V�C�H�H���5�J�Q�T�V���6�G�T�O���$�G�P�G�‚�V�U��	    19,811,366    	    18,447,769   

	 �4�G�V�K�T�G�O�G�P�V���$�G�P�G�‚�V���%�Q�U�V�U��	    1,153,648    	    885,825 

	 Employer’s Contribution to Social Welfare 	    1,986,755    	    1,826,620     

	 Employer’s Contribution to Single Scheme Pension 	    910,669    	   -

		   
		       23,862,438   	      21,160,214 

 
	 
�6�J�G���C�X�G�T�C�I�G���P�W�O�D�G�T���Q�H���U�V�C�H�H���G�O�R�N�Q�[�G�F���F�W�T�K�P�I���V�J�G���[�G�C�T���Y�C�U�����������
������������������������			
Payroll numbers at 31 December 2019 can be analysed across the following departments: 			 
			

 
	 Chief Executive 	 3 	 3

	 Compliance 	 63 	 63

	 Finance, Corporate & International 	 26 	 24

	 Human Products Authorisation & Registration 	 101 	 101

	 Human Products Monitoring 	 34 	 33

	 Human Resources & Change 	 10	  9

	 IT & Business Services 	 18	 21

	 Medical Devices	 44 	 36

	 �3�W�C�N�K�V�[�����5�E�K�G�P�V�K�‚�E���#�H�H�C�K�T�U�������%�Q�O�O�W�P�K�E�C�V�K�Q�P�U	 12 	 13

	 Veterinary Sciences 	 35 	 32

	 Staff 	 346 	 335

	 Authority Members	 7 	 7

	 Pensioners 	 46 	 39

		  399 	 381

 
 
No termination or severance payments were made during the year. One such payment was made in 2018.	  

�#�F�F�K�V�K�Q�P�C�N���U�W�R�G�T�C�P�P�W�C�V�K�Q�P���E�Q�P�V�T�K�D�W�V�K�Q�P�U���H�Q�T���2�W�D�N�K�E���5�G�T�X�C�P�V�U���Q�H���a�����������������Y�G�T�G���F�G�F�W�E�V�G�F���H�T�Q�O���U�V�C�H�H���F�W�T�K�P�I���V�J�G���[�G�C�T���C�P�F��
�R�C�K�F���Q�X�G�T���V�Q���V�J�G���&�G�R�C�T�V�O�G�P�V���Q�H���*�G�C�N�V�J�����1�P�������,�C�P�W�C�T�[���������������K�P���C�E�E�Q�T�F�C�P�E�G���Y�K�V�J���&�2�'�4���E�K�T�E�W�N�C�T���������������������V�J�G���R�G�P�U�K�Q�P���T�G�N�C�V�G�F��
�F�G�F�W�E�V�K�Q�P���
�2�4�&�����Y�C�U���T�G�R�N�C�E�G�F���D�[���C�P���C�F�F�K�V�K�Q�P�C�N���U�W�R�G�T�C�P�P�W�C�V�K�Q�P���E�Q�P�V�T�K�D�W�V�K�Q�P���
�#�5�%����

�2�G�P�U�K�Q�P���F�G�F�W�E�V�K�Q�P�U���H�Q�T���2�W�D�N�K�E���5�G�T�X�C�P�V�U���Y�J�Q���C�T�G���O�G�O�D�G�T�U���Q�H���V�J�G���5�K�P�I�N�G���2�W�D�N�K�E���5�G�T�X�K�E�G���2�G�P�U�K�Q�P���5�E�J�G�O�G���Q�H���a�����������������Y�G�T�G��
deducted from staff during the year and paid over to the Department of Public Expenditure and Reform.

In agreement with our parent department and DPER, the HPRA have also paid over Single Scheme employer 
contributions since January 2019 for employees not employed in exchequer funded areas.			 
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Notes to the Financial Statements
For the year ended 31 December 2019

	 Salary Band	 2019	  2018
	  
	 �a�����V�Q���a��������������			   214 	 213

	 �a���������������V�Q���a��������������			   54 	 47	

	 �a���������������V�Q���a��������������			   20 	 27	

	 �a���������������V�Q���a��������������			   16 	 11	

	 �a���������������V�Q���a����������������			   20 	 20	

	 �a�����������������V�Q���a����������������			   15 	 10	

	 �a�����������������V�Q���a����������������			   4 	 4	

	 �a�����������������V�Q���a����������������			   2 	 1	

	 �a�����������������V�Q���a����������������			   - 	 1	

	 �a�����������������V�Q���a����������������			   - 	 -

	 �a�����������������V�Q���a����������������			   1	 1	

				     
				    346 	 335	 
	

	 Average Salary			    €54.9K 	 �a���������-	

 
�*�K�I�J�G�T���U�C�N�C�T�K�G�U���T�G�N�C�V�G���R�T�K�O�C�T�K�N�[���V�Q���U�E�K�G�P�V�K�‚�E���C�P�F���Q�V�J�G�T���R�T�Q�H�G�U�U�K�Q�P�C�N���U�V�C�H�H���G���I�����E�N�K�P�K�E�K�C�P�U�����R�J�C�T�O�C�E�K�U�V�U�����X�G�V�G�T�K�P�C�T�K�C�P�U�����N�C�Y�[�G�T�U��
etc and are in accordance with Department of Health salary scales.

�(�Q�T���V�J�G���R�W�T�R�Q�U�G�U���Q�H���V�J�K�U���F�K�U�E�N�Q�U�W�T�G�����U�J�Q�T�V���V�G�T�O���G�O�R�N�Q�[�G�G���D�G�P�G�‚�V�U���K�P���T�G�N�C�V�K�Q�P���V�Q���U�G�T�X�K�E�G�U���T�G�P�F�G�T�G�F���F�W�T�K�P�I���V�J�G���T�G�R�Q�T�V�K�P�I��
period include salary, overtime, allowances and other payments made on behalf of the employee, but exclude employer’s 
PRSI.			 
		

6. 	Operating Costs
	  2019	  2018
	  €	  €
	  
	 Accommodation Costs 	    1,291,822    	   1,210,891  

	 Travel, Representation and Training	    973,179    	   1,304,837 

	 Bank Charges and Interest	    179,047    	    187,696  

	 �.�G�I�C�N���(�G�G�U	    2,344,387    	    657,437  

	 �#�W�F�K�V���(�G�G�U���
�'�Z�V�G�T�P�C�N���C�P�F���+�P�V�G�T�P�C�N��	    34,305    	    32,791  

	 Stationery, Publications, Postage and Communications 	    464,148    	    578,144   

	 Consultancy 	    499,038    	    331,390   

	 Sampling and Analysis	    243,132    	                 252,748   

	 IT Costs	    1,342,133    	                 1,645,426  

	 Document Storage	    152,279    	                 123,707   

	 Telephone and Telecommunications	    97,616    	                 92,593   

	 Movement on Bad Debt Provision 	    18,287    	 �������������������������
��������������������

		   
		   7,639,373  	             5,885,565  

	  
�6�T�C�X�G�N���E�Q�U�V�U���K�P�E�N�W�F�G���C�P���C�O�Q�W�P�V���Q�H���a���������������T�G�N�C�V�G�F���V�Q���U�V�C�H�H���J�Q�U�R�K�V�C�N�K�V�[�����C�P�F���C�P���C�O�Q�W�P�V���Q�H���a�����������������T�G�N�C�V�G�F���V�Q���V�T�C�X�G�N���C�P�F��
�U�W�D�U�K�U�V�G�P�E�G�����Q�H���Y�J�K�E�J���a�����������������K�U���P�C�V�K�Q�P�C�N���C�P�F���a�����������������K�U���H�Q�T�G�K�I�P��

No costs were incurred in relation to client hospitality.

�.�G�I�C�N���H�G�G�U���C�T�G���K�P���T�G�N�C�V�K�Q�P���V�Q���Q�P�I�Q�K�P�I���N�G�I�C�N���R�T�Q�E�G�G�F�K�P�I�U�����C�P�F���F�Q���P�Q�V���K�P�E�N�W�F�G���C�P�[���C�O�Q�W�P�V�U���K�P���T�G�N�C�V�K�Q�P���V�Q���E�Q�P�E�K�N�K�C�V�K�Q�P����
arbitration or settlement payments.

�%�Q�P�U�W�N�V�C�P�E�[���E�Q�U�V�U���E�Q�O�R�T�K�U�G���a�����������������T�G�N�C�V�G�F���V�Q���R�W�D�N�K�E���T�G�N�C�V�K�Q�P�U���O�C�T�M�G�V�K�P�I�����a�����������������T�G�N�C�V�G�F���V�Q���J�W�O�C�P���T�G�U�Q�W�T�E�G�U��
�R�G�P�U�K�Q�P�U���C�P�F���a�����������������T�G�N�C�V�G�F���V�Q���Q�V�J�G�T��
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7. 	Debtors (all due within one year)	 2019	  2018
		  €	  €
 
	 Trade Debtors 	   2,018,140   	   1,852,256  

	 Prepayments	   309,093   	                211,940  

	 Other Debtors 	   187,751   	   134,144  

		   
		    2,514,984   	   2,198,340 

Trade debtors are shown net of the bad debt provision.

8.	 Creditors (amounts falling due within one year) 	  
 
 
	 Trade Creditors 	   1,174,870   	               189,511 

	 Accruals 	   8,692,902   	   8,129,067  

	 Deferred Revenue 	   1,738,297  	              1,808,497  

	 Revenue Commissioners 	              687,018   	               633,837  	
	  
		          12,293,087   	             10,760,912  

9.	 Cash and Cash Equivalents	  		  
	  
	  
	 Cash at Bank and in Hand 	   	   772,549  	  4,027,728 
	 �&�G�O�C�P�F���&�G�R�Q�U�K�V�U���
�%�Q�P�X�G�T�V�K�D�N�G���V�Q���%�C�U�J���Q�P���&�G�O�C�P�F����	  	   1,518,271   	      6,134,827 
 
		          	   2,290,820  	      10,162,555  

 
10.	 Short Term Deposits 			   
 
 
	 �5�J�Q�T�V���6�G�T�O���&�G�R�Q�U�K�V�U���
�P�Q�V���K�O�O�G�F�K�C�V�G�N�[���E�Q�P�X�G�T�V�K�D�N�G���V�Q���E�C�U�J��			  17,658,240  	         8,216,814 	
	  
		        	   17,658,240   	          8,216,814  

 
11.	 Administration Expenses			   
 
	 Surplus for the year was calculated having charged: 	  		
	 Auditor’s Remuneration	  		 20,000 	 18,000
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12.   Movement on Income and  
	   	Expenditure Reserves 
			    As At 	 Income &		  Transfer To	 As At	
			   01/01/2019 	 Expenditure 		Pension Reserve 	 31/12/2019 
	  		 €	 €		  €	 € 
	  
		  Retained Reserves 	    18,611,970	 926,296		  (400,000)	 19,138,266  

Staff Superannuation Contributions	            10,876,143	 691,855		  400,000	 11,967,998   
 
		      	  29,488,113	  1,618,151 		 0	 31,106,264   

�1�W�T���#�W�F�K�V���C�P�F���4�K�U�M���%�Q�O�O�K�V�V�G�G���T�G�E�Q�O�O�G�P�F�G�F���V�J�G���V�T�C�P�U�H�G�T���Q�H���C���H�W�T�V�J�G�T���a�����������������K�P�������������H�T�Q�O���T�G�V�C�K�P�G�F���T�G�U�G�T�X�G�U���V�Q���V�J�G		
superannuation reserve as a result of a number of recent and upcoming retirements, where the costs are quite 
�U�K�I�P�K�‚�E�C�P�V��					  
			

 
13.		 Long Term Liabilities	  	
	  	 
		  Mortgage

�1�P���������&�G�E�G�O�D�G�T�������������V�J�G���*�2�4�#���R�W�T�E�J�C�U�G�F���K�V�U���R�T�G�O�K�U�G�U���C�V���-�G�X�K�P���1�o�/�C�N�N�G�[���*�Q�W�U�G�����'�C�T�N�U�H�Q�T�V���%�G�P�V�T�G�����'�C�T�N�U�H�Q�T�V���6�G�T�T�C�E�G����
�&�W�D�N�K�P���������6�J�G���R�W�T�E�J�C�U�G���Y�C�U���‚�P�C�P�E�G�F���D�[���Y�C�[���Q�H���C���O�Q�T�V�I�C�I�G�����U�G�E�W�T�G�F���Q�P���V�J�G���R�T�G�O�K�U�G�U���Q�H���a�����������������������Q�X�G�T���������[�G�C�T�U���H�T�Q�O��
�$�C�P�M���Q�H���+�T�G�N�C�P�F���%�Q�T�R�Q�T�C�V�G���.�G�P�F�K�P�I��				 

				 

The HPRA is committed to making the following capital repayments on its mortgage:			 
				    
				 
	

		  2019	  2018
	  				  €	  € 
 
		  - within one year 			           793,332  	             793,332 

		 �����D�G�V�Y�G�G�P���Q�P�G���C�P�F���‚�X�G���[�G�C�T�U��			        3,173,328  	          3,173,328 

		 �����C�H�V�G�T���‚�X�G���[�G�C�T�U��			   20  	          793,352  

		   
					       3,966,680   	   4,760,012  

14.	 Interest Rate Exposure	  	 
	

�6�J�G���*�2�4�#���J�C�X�G���V�C�M�G�P���C�N�N���P�G�E�G�U�U�C�T�[���U�V�G�R�U���V�Q���O�K�P�K�O�K�U�G���K�V�U���K�P�V�G�T�G�U�V���T�C�V�G���G�Z�R�Q�U�W�T�G���D�[���‚�Z�K�P�I���������U���Q�H���V�J�G���D�Q�T�T�Q�Y�K�P�I�U���H�Q�T���V�J�G��
�O�Q�T�V�I�C�I�G���F�W�T�C�V�K�Q�P�����6�J�G���D�C�N�C�P�E�G���Q�H���V�J�G���D�Q�T�T�Q�Y�K�P�I�U���C�T�G���H�W�N�N�[���Q�H�H�U�G�V���D�[���E�C�U�J���T�G�U�G�T�X�G�U�����#�U���V�J�G���O�Q�T�V�I�C�I�G���K�U���C�V���C���‚�Z�G�F���T�C�V�G����
the Authority has no interest rate exposure.					  
	.					  
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15.	 Financial Commitments

	 �#�E�E�Q�O�O�Q�F�C�V�K�Q�P���%�Q�U�V�U���
�0�Q�V�G���������K�P�E�N�W�F�G�U���G�Z�R�G�P�F�K�V�W�T�G���Q�H���a�����������������K�P���T�G�N�C�V�K�Q�P���V�Q���Q�R�G�T�C�V�K�P�I���N�G�C�U�G�U��			
			 

	 �1�P���������,�C�P�W�C�T�[�������������V�J�G���*�2�4�#���U�K�I�P�G�F���C���N�G�C�U�G�J�Q�N�F���K�P�V�G�T�G�U�V���K�P���T�G�U�R�G�E�V���Q�H���V�J�G�����V�J���ƒ�Q�Q�T���������'�C�T�N�U�H�Q�T�V���6�G�T�T�C�E�G�����&�W�D�N�K�P�������� 
	 At 31 December 2019 this lease had 2 years and 4 months remaining. 
				  
		  2019	  2018
	  	 €	  €
	 The amounts due under this lease are as follows:

	 - within one year	  285,984  	 285,984

	 �����D�G�V�Y�G�G�P���Q�P�G���C�P�F���‚�X�G���[�G�C�T�U��	   381,312   	   667,296  

	 �����C�H�V�G�T���‚�X�G���[�G�C�T�U��	 - 	  -

		   
		    667,296   	    953,280  

	�1�P���������,�W�P�G�������������V�J�G���*�2�4�#���U�K�I�P�G�F���C���N�G�C�U�G�J�Q�N�F���K�P�V�G�T�G�U�V���K�P���T�G�U�R�G�E�V���Q�H���V�J�G�����V�J���ƒ�Q�Q�T���������'�C�T�N�U�H�Q�T�V���6�G�T�T�C�E�G�����&�W�D�N�K�P�������� 
The lease included a seven month rent free period to 10 January 2020. At 31 December 2019 this lease had 14 years 
and 5.5 months remaining.	

 
			 
	  	
	 The amounts due under this lease are as follows:

	 - within one year	   360,735   	 -

	 �����D�G�V�Y�G�G�P���Q�P�G���C�P�F���‚�X�G���[�G�C�T�U��	    1,485,683    	   - 

	 �����C�H�V�G�T���‚�X�G���[�G�C�T�U��	  3,508,230  	  -

		   
		     5,354,648    	    - 

16.	 Capital Commitments	   
				    
	 �%�Q�P�V�T�C�E�V�G�F���(�Q�T���
�%�Q�P�V�T�C�E�V���5�K�I�P�G�F����			    26,779  	   1,404,356  

		   
		      26,779  	   1,404,356  
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17.	 Authority Remuneration	 2019	  2018  
		  Fees	  Expenses
	  	 €	  €
	  
	 �/�U�����#�P�P���*�Q�T�C�P���
�%�J�C�K�T�R�G�T�U�Q�P������	         11,970  	             0 

	 Mr. Pat Brangan  	           7,695  	               0

	 Mr. Wilfrid Higgins 	           7,695  	               0 

	 Mr. David Holohan  	         7,695  	             78 

	 Mr. Brian Jones  	           7,695  	               184

	 �&�T�����'�N�K�\�C�D�G�V�J���-�G�C�P�G����	         7,695  	             522

	 �2�T�Q�H�����&�C�X�K�F���-�G�T�K�P�U��	 ��	 ������

	 Prof. Caitriona O’Driscoll  	           0  	               692 

	 Dr. Diarmuid Quinlan 	           7,695  	               235

		   
		     58,140   	    1,903  

Up to the 15th February 2017, other than the Chairperson, no other Authority Member received a salary. On 16th 
�(�G�D�T�W�C�T�[���������������V�J�G���*�G�C�N�V�J���
�/�K�U�E�G�N�N�C�P�G�Q�W�U���2�T�Q�X�K�U�K�Q�P�U�����#�E�V���Y�C�U���G�P�C�E�V�G�F�����Y�J�K�E�J���O�C�F�G���R�T�Q�X�K�U�K�Q�P���H�Q�T���R�C�[�O�G�P�V���Q�H���H�G�G�U��
to other Authority members, provided that they were in compliance with the ‘one person one salary’ principle. Two 
Authority members do not receive a fee under this principle.

�#�W�V�J�Q�T�K�V�[���G�Z�R�G�P�U�G�U���E�Q�O�R�T�K�U�G���a�������������F�Q�O�G�U�V�K�E���C�P�F���a���������H�Q�T�G�K�I�P��		

 

18.	 Key Management Personnel Remuneration	 €	  €
				  
	 Chief Executive 	  157,031 	  151,500

	 Senior Management 	  812,419  	   832,051 

		   
		     969,450   	    983,551  

	  
	  
�#�N�N���R�C�[�O�G�P�V�U���V�Q���M�G�[���O�C�P�C�I�G�O�G�P�V���R�G�T�U�Q�P�P�G�N���Y�G�T�G���K�P���T�G�U�R�G�E�V���Q�H���U�C�N�C�T�K�G�U���C�P�F���U�J�Q�T�V���V�G�T�O���G�O�R�N�Q�[�G�G���D�G�P�G�‚�V�U�����0�Q���R�Q�U�V��
�G�O�R�N�Q�[�O�G�P�V���D�G�P�G�‚�V�U���Q�T���V�G�T�O�K�P�C�V�K�Q�P���D�G�P�G�‚�V�U���Y�G�T�G���R�C�K�F��

The Chief Executive’s and senior management’s pension entitlements do not extend beyond the standard entitlements 
�K�P���V�J�G���O�Q�F�G�N���R�W�D�N�K�E���U�G�E�V�Q�T���F�G�‚�P�G�F���D�G�P�G�‚�V���U�W�R�G�T�C�P�P�W�C�V�K�Q�P���U�E�J�G�O�G��			
			 
	

19.	 Related Party Transactions
	  
The HPRA adopts procedures in accordance with the guidelines issued by the Department of Public Expenditure and 
�4�G�H�Q�T�O���
�&�2�'�4�����E�Q�X�G�T�K�P�I���V�J�G���R�G�T�U�Q�P�C�N���K�P�V�G�T�G�U�V�U���Q�H���#�W�V�J�Q�T�K�V�[���O�G�O�D�G�T�U�����#���T�G�I�K�U�V�G�T���Q�H���U�W�E�J���K�P�V�G�T�G�U�V�U���K�U���O�C�K�P�V�C�K�P�G�F�����+�P��
�C�F�F�K�V�K�Q�P���V�Q���V�J�G���&�2�'�4���I�W�K�F�G�N�K�P�G�U�����C�U���C���T�G�I�W�N�C�V�Q�T���V�J�G���*�2�4�#���J�C�U���U�V�T�K�E�V���E�Q�P�ƒ�K�E�V���Q�H���K�P�V�G�T�G�U�V���C�P�F���F�K�U�E�N�Q�U�W�T�G���T�G�S�W�K�T�G�O�G�P�V�U���K�P��
relation to any interactions with a regulated body, which are updated annually. There have been no transactions with 
related parties which require disclosure under Financial Reporting Standard 102.

20.	 Prompt Payment of Accounts
		  
	�6�J�G���*�G�C�N�V�J���2�T�Q�F�W�E�V�U���4�G�I�W�N�C�V�Q�T�[���#�W�V�J�Q�T�K�V�[���
�*�2�4�#�����E�Q�P�‚�T�O�U���V�J�C�V���K�V���K�U���E�Q�O�R�N�[�K�P�I���Y�K�V�J���'�7���N�C�Y���K�P���T�G�N�C�V�K�Q�P���V�Q���R�T�Q�O�R�V��
payment of accounts.
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21.	 Exchange Rates
	  
	 �6�J�G���G�Z�E�J�C�P�I�G���T�C�V�G�U���W�U�G�F���K�P���R�T�G�R�C�T�K�P�I���V�J�G�U�G���‚�P�C�P�E�K�C�N���U�V�C�V�G�O�G�P�V�U���Y�G�T�G���C�U���H�Q�N�N�Q�Y�U����

		 2019	 €1 = STG £0.85369
	 ��������������������	�a���������5�6�)���•��������������

22.	 Provisions
	 
�6�J�G���*�2�4�#���J�C�U���D�G�G�P���P�Q�V�K�‚�G�F���Q�H���C���P�W�O�D�G�T���Q�H���N�G�I�C�N���R�T�Q�E�G�G�F�K�P�I�U���Q�T���R�Q�V�G�P�V�K�C�N���R�T�Q�E�G�G�F�K�P�I�U�����6�J�G���#�W�V�J�Q�T�K�V�[���J�C�U���R�T�Q�X�K�F�G�F��
in full for its ‘best estimate’ of the expenditure it is likely to incur in relation to those cases. The Authority is availing of 
the reduced disclosures allowed by FRS 102 in instances where full disclosure might prejudice seriously its position in a 
dispute with other parties on the subject matter of the provision.		

 
23.	 Going Concern

	 
�6�J�G���*�2�4�#���J�C�U���C���T�G�C�U�Q�P�C�D�N�G���G�Z�R�G�E�V�C�V�K�Q�P�����C�V���V�J�G���V�K�O�G���Q�H���C�R�R�T�Q�X�K�P�I���V�J�G���‚�P�C�P�E�K�C�N���U�V�C�V�G�O�G�P�V�U�����V�J�C�V���V�J�G���*�2�4�#���J�C�U���C�F�G�S�W�C�V�G��
resources to continue its operations. For this reason, the HPRA continues to adopt the going concern basis in preparing 
�V�J�G���‚�P�C�P�E�K�C�N���U�V�C�V�G�O�G�P�V�U��

The Covid-19 pandemic has impacted how the HPRA operates, with all staff substantially moved offsite and resources 
diverted to managing implications of the pandemic. The Authority assesses this event to be a non-adjusting post 
�D�C�N�C�P�E�G���U�J�G�G�V���G�X�G�P�V���K�P���T�G�N�C�V�K�Q�P���V�Q���V�J�G�������������‚�P�C�P�E�K�C�N���T�G�U�W�N�V�U�����0�Q���K�O�R�C�E�V���K�U���G�Z�R�G�E�V�G�F���K�P���T�G�N�C�V�K�Q�P���V�Q���V�J�G�������������‚�P�C�P�E�K�C�N��
�U�V�C�V�G�O�G�P�V�U���C�P�F���E�W�T�T�G�P�V�N�[���Y�G���C�T�G���P�Q�V���R�T�G�F�K�E�V�K�P�I���C���U�K�I�P�K�‚�E�C�P�V���‚�P�C�P�E�K�C�N���K�O�R�C�E�V���H�Q�T���������������C�N�V�J�Q�W�I�J���F�W�G���V�Q���V�J�G���P�C�V�W�T�G���Q�H��
�V�J�G���R�C�P�F�G�O�K�E�����V�J�G���‚�P�C�N���K�O�R�C�E�V���E�C�P�P�Q�V���D�G���G�U�V�K�O�C�V�G�F���C�V���V�J�K�U���R�Q�K�P�V�����*�2�4�#�o�U���K�P�E�Q�O�G���K�U���F�G�T�K�X�G�F���H�T�Q�O���V�J�G���R�J�C�T�O�C�E�G�W�V�K�E�C�N����
medical devices and related industries, which continue to operate throughout the pandemic and therefore are 
�‚�P�C�P�E�K�C�N�N�[���N�G�U�U���K�O�R�C�E�V�G�F���V�J�C�P���V�J�Q�U�G���K�P�F�W�U�V�T�K�G�U���Y�J�K�E�J���J�C�X�G���E�N�Q�U�G�F���Q�T���J�C�X�G���N�K�O�K�V�G�F���Q�W�V�R�W�V��			
						     

	

24.	 Approval of Financial Statements
	  
	 �6�J�G���‚�P�C�P�E�K�C�N���U�V�C�V�G�O�G�P�V�U���Y�G�T�G���C�R�R�T�Q�X�G�F���D�[���V�J�G���#�W�V�J�Q�T�K�V�[���Q�H���V�J�G���*�2�4�#���Q�P���������/�C�[������������
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Clinical Trial  
Sub-Committee of 
Advisory Committee for 
Human Medicines
Dr. Patrick Sullivan – Chair

Dr. Liam Bannan

Dr. Geraldine Boylan

Dr. Paul Browne

Dr. Peter Crean

Prof. Lee Helman (CT Expert)

Dr. Filip Janku (CT Expert)

Dr. Catherine Kelly

Dr. Patrick Morris

Dr. Catherine McHugh

Dr. Thomas Peirce 

Dr. Bryan Whelan

Dr. Jennifer Westrup

Experts Sub-Committee of 
the Advisory Committee 
for Human Medicines
Prof. David Kerins – Chair 
(appointed June 2019)

Dr. Fionnuala Breathnach 

Dr. Linda Coate

Dr. Kevin Connolly

Mr. James Colville

Dr. Noreen Dowd

Dr. Stephen Eustace

Prof. Stephen Flint

Dr. Tim Fulcher

Dr. Joseph Galvin

Dr. Sheila Galvin 

Dr. Patrick Gavin

Dr. Paul Gallagher

Dr. Kevin Kelleher

Dr. Catherine Kelly

Dr. Mary Keogan

Prof. David Kerins

Dr. Mark Ledwidge

Dr. Frank Murray

Dr. Yvonne O’Meara

Dr. Cormac Owens

Dr. Jogin Thakore

Dr. Gerry Wilson

Advisory Sub-Committee 
for Herbal Medicines
Prof. Des Corrigan – Chair

Dr. James Barlow

Dr. Kevin Connolly

Mrs. Ingrid Hook

Ms. Claudine Hughes

Ms. Anna-Maria Keaveney

Dr. Celine Leonard

Dr. Donal O’Mathuna

Dr. Camillus Power

Dr. Helen Sheridan

Dr. Emma Wallace
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Educational / Professional Development Presentations and Training 

Institution Course Presentation Title

BVL (Germany) Training on Quality Assessment of 
Veterinary Medicines

New Veterinary Legislation - Focus on 
Quality Aspects

DCU Chemistry / Pharmaceutical 
Chemistry

Regulatory Affairs and Risk 
Management

DCU / TCD Bioprocess Engineering Regulation of Medicines

DCU / TCD Bioprocess Engineering Regulation of Biologics

GMIT Medtech Regulatory Affairs New European Regulations on 
Medical Devices

GMIT Medtech Regulatory Affairs Medical Devices Regulation – An 
Introduction

Infarmed / ANSM Training Workshop Update on JAMS WP5 Clinical 
Process and resource Development

IPPOSI Patient Education Programme Various Presentations: Regulatory 
Affairs, Medicinal Product Safety and 
Pharmacovigilance

Irish Designated Veterinarians 
Group / UCD

Training Workshop Responsibilities of Designated 
Veterinarians

LAST Ireland Laboratory Animal Science and 
Training 

HPRA Implementation of Directive 
2010/63/EU 

Law Society of Ireland Diploma in Healthcare Law Regulating Health Products - The 
HPRA

Letterkenny IT Veterinary Nursing The Regulation of Veterinary 
Medicines in Ireland

Pharmacists in Industry, Education 
and Regulatory

Autumn CPD Meeting and AGM Multi Stakeholder Approach to 
Managing Shortages

RCSI Nurse / Midwife Prescribing The Role of the HPRA and 
Pharmacovigilance

St John’s Cork Veterinary Nursing The Regulation of Veterinary 
Medicines in Ireland

Swiss Medic GMP Training for Inspectors Reprocessing and Reworking

TCD Bioengineering Regulation of Medical Devices

TCD Hospital Pharmacy Pharmacovigilance and Risk 
Management
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