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Dear readers,

at the State Agency of Medicines, the 
year 2018 passed under the flag of 
client-oriented services and mutual colla-
boration.

®	 Two years ago, 22 state institutions 
signed a memorandum, agreeing to 
introduce the “Consult first” princip-
le. This principle is aimed towards 
client-oriented operation – provision 
of information and consulting, deve-
lopment of culture for client service. 
In 2018, the State Agency of Medi-
cines received the third highest eva-
luation among all state institutions. 

®	 Last year, work was continued to 

improve communication with Agen-
cy clients. As part of this effort, in 
2018, steps were taken to mold the 
flow of information from the per-
spective of clients. From now on, 
information on the website will be 
grouped according to Agency client 
groups and as much as possible 
according to the life-cycle of me-
dicinal products and pharmaceuti-
cal activity. The pharmacovigilance 
publication “Cito!” received a visual 
update, and the editorial board put 
considerable effort into making the 
information more interesting, com-
prehensible and useful for doctors 
and pharmacists in their daily work.

FOREWORD
Svens Henkuzens,  

Director of the State Agency of Medicines

2



3

®	 A mutual recognition agreement 
between the European Union and 
the USA ensured the opportunity to 
rely on each other’s manufacturer 
compliance evaluations in the sur-
veillance of medicinal product ma-
nufacturers. From 2018 and forward, 
the medicinal product manufacturer 
inspections performed by the State 
Agency of Medicines are recognized 
as equivalent to the inspections con-
ducted by the Food and Drug Admi-
nistration in the USA. As a result, 
medicinal product manufacturers 
wishing to export medicines to the 
USA may do so without additional 
compliance evaluation by a compe-
tent authority in the USA.

®	 Latvia’s e-index is an evaluation of 
the maturity of digital environment 
in the operation of state adminis-
tration and municipal institutions. 
In 2018, the Agency received a par-
ticularly high result in the section of 

availability of open data, coming in 
third place among 92 institutions.

®	 The State Agency of Medicines has 
signed a separate mutual collabora-
tion agreement with the Medicines 
Evaluation Board in the Netherlands. 
As part of this agreement, last year 
more than 10 Agency experts raised 
their competence in surveillance of 
medicinal product manufacturers, 
regulation of controlled substances, 
evaluation of quality of medicinal 
products and other areas. 

We express our gratitude to our clients 
and collaboration partners for their as-
sessment of the services provided by the 
Agency over the years. Please peruse the 
information published in this annual re-
port regarding Agency’s achievements 
during the previous year, as well as the 
advances made towards reaching its 
strategic objectives.

Svens Henkuzens, 
Director of the State Agency of Medicines
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ABBREVIATIONS
Agency State Agency of Medicines 

CAP Centralised authorisation procedure

CHMP Committee for Medicinal Products for Human Use

CM Cabinet of Ministers

DCP Decentralised authorisation procedure

EDQM European Directorate for the Quality of Medicines 

EEA European Economic Area 

EMA European Medicines Agency

EU European Union

FDA USA Food and Drug Administration 

GDP Good Distribution Practice

GMP Good Manufacturing Practice

ICT Information and communications technology 

IS Information systems 

ISO International Organization for Standardization

LATMED Electronic database of the Registers of Medical Devices

MAH Marketing authorisation holder

MRP Mutual recognition procedure

PIC/S Pharmaceutical Inspection Co-operation Scheme

PRAC EMA Pharmacovigilance Risk Assessment Committee

SAMIS State Agency of Medicines information system

SoHO Substances of human origin

WHO World Health Organization
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ABOUT THE 
STATE  
AGENCY OF 
MEDICINES

LEGAL STATUS
The State Agency of Medicines (hereinaf-

ter also SAM) is a state institution under the 
supervision of the Minister of Health and its 
operation is regulated by the State Admi-
nistration Law, the Law on Public Agencies, 
the Pharmaceutical Law, Medical Treatment 
Law, the Cabinet of Ministers Regulation No.  
537 “Statutes of the State Agency of Medi-
cines” adopted on 31 July  2012 and other 
normative acts. The Agency was estab-
lished on 9 October  1996, based on the Ca-
binet of Ministers of the Republic of Latvia 
(hereinafter also CM) Order No. 403 “Regar-
ding the Non-profit Organisation State Joint 
Stock Company “State Medicines Agency””. 

The objective of SAM is to ensure qualita-

tive and justified services in the evaluation 

of medicinal products used in healthcare, 

procurement and storage (utilisation) orga-

nisations of human blood, tissues, cells and 

organs, as well as pharmaceutical activity 

companies in accordance with the interests 

of the State and of the public in the field of 

healthcare.

In 2018, the State Agency of Medici-
nes was operating as a public agency 
not financed from the state budget and 
its operation was financed by income re-
ceived from paid services in accordance 
with the Cabinet of Ministers Regulation 
No. 873 “Publicly Available Paid Service 
Pricelist of the State Agency of Medici-
nes” adopted on 17 September 2013.

“Our vision is to become one of 
the leading institutions among 
the equivalent institutions on 
a national and international 
level by implementing the 
delegated functions and 
building our development on 
knowledge, efficacy, quality 
and collaboration”

5
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FUNCTIONS OF THE AGENCY 

Evaluation and authorisation 
of medicines, development 

of the Medicinal Product 
Register 

Expertise on quality of 
medicines

Pharmacovigilance

Vigilance of other  
medicinal  products

Issuance of authorisations 
for conduct of clinical trials 

with medicinal products

Compliance evaluation 
with good Clinical Practice 
requirements, GMP  
and GDP

Issuance of authorisations 
for import, export, transit, 
distribution and purchase of 
medicines

Gathering and distributing  
information regarding 
consumption of medicines

Issuance of licences for 
pharmaceutical activity

Other functions

OPERATIONAL PRIORITIES 
FOR 2017–2019 OF THE STATE 
AGENCY OF MEDICINES: 

®	 Promote availability of appropriately 
evaluated medicines, as well as mini-
mise shortterm and longterm short-
ages of medicines;

®	 Increase application of risk assess-
ment principles in compliance evalu-
ation of the pharmaceutical field, the 
field of procurement and storage of 
human blood, tissues, cells and organs, 
as well as the field of clinical trials and 
ensure a more thorough utilisation of 
the capacity of SAM in compliance 
evaluation;

®	 Contribute to the public understanding 
of safe and rational use of medicines 
and promote awareness of healthcare 
professionals of the role of monitoring 
in ensuring quality, safety and efficacy 
of medicines;

®	 Improve the use of ICT solutions in 
support and main processes, as well 
as ensure a secure environment for 
exchange of information with clients. 
This priority shall be implemented in 
accordance with the general develop-
ment priorities in the field of ICT estab-
lished by the Ministry of Health;

®	 Continuously increase the knowledge 
and professionalism of experts and 
SAM personnel.
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MAIN TASKS IN THE YEAR OF 
REVIEW

In 2018 operation of the Agency was 
planned in accordance with the relevant 
policy documents issued by the Cabinet 
of Ministers and the Ministry of Health, 
as well as taking into account the stra-
tegic operational directions of the Eu-
ropean Medicines Agency and Heads of 
Medicines Agencies and the Agency’s 
operational strategy for 2017–2019. In 
2018 the developmental priorities of  the 
Agency were also carried out. 

The Agency implemented operations 
in accordance with the strategy for 
2017–2019, paying special attention to 
the availability, safety, rational use of me-
dicines and development of the institu-
tion.

The network of European medici-

nes agencies was preparing for the 
withdrawal of the United Kingdom from 
the European Union, and this means 
that the work carried out by the Medici-
nes Agency in the United Kingdom (ap-
proximately 30% of the total work) were  
distributed among the agencies in other 
member states. Therefore, additional 
resources were allocated to structural 
units responsible for marketing autho-
risation and safety monitoring, and the 
professional qualification of experts in-
volved in assessment of innovative medi-
cines was strengthened.

Taking into account the state adminis-
tration reform plan until 2020, in 2018, 
there were a greater emphasis on opti-
mal use of human resources, particularly 
in the supportive structural units of the 
Agency, as well as on review of proces-
ses, following a result-oriented approach. 
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RESULTS OF 
OPERATION OF 
THE AGENCY

MARKETING AUTHORISATION 
OF MEDICINES

In accordance with the Cabinet of Mi-
nisters Regulation No. 376 of 23 June 
2006 “Procedure for Registration of Me-
dicinal Products” and other legal acts, in 
2018, by conducting the quality, safety 
and efficacy assessment within marke-
ting authorisation documentation the Sta-
te Agency of Medicines evaluated more 
than 8 500 applications for marketing aut-
horisation, renewal and variations to mar-
keting authorisation documentation. Eva-
luation was conducted also for general, 
chemical, pharmaceutical, preclinical and 
clinical, as well as pharmacovigilance do-
cumentation.

In 2018, assessment reports regarding 
25 medicinal products were prepared for 
the SAM Commission on Marketing Aut-

horisation of Human Medicines for the 
adoption of decision regarding marketing 
authorisation and renewal of medicines in 
the national procedure. 

In 2018, Latvia successfully completed 
11 marketing authorisations and renewals 
within the mutual recognition procedu-
res (MRP) and decentralised procedures 
(DCP) as the Reference Member State. 
In 2018, Latvia participated in the EMA 
Committee for Medicinal Products for Hu-
man Use (CHMP) by evaluating centrali-
sed marketing authorisation procedures. 
In three of these centralised marketing 
authorisation procedures SAM fulfilled 
the peer review function, in another four 
procedures – SAM was the responsib-
le rapporteur. In one of the procedures 
our team was the responsible rapporte-
ur in the Pharmacovigilance Risk Asses-
sment Committee (PRAC). Latvia was 

8
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the leading member state in the single 
assessment procedures of periodic sa-
fety update reports (PSUR) for ten active 
substances. Regarding 20 active substan-
ces Latvia was the leading member state 
responsible for signal monitoring. 

In 2018, the State Agency of Medicines 
was Concerned Member State regarding 
394 marketing authorisation and renewal 
procedures. In 2018, Latvia also took over 
several marketing authorisation procedu-
res from other countries due to the United 
Kingdom’s withdrawal from the EU.

In the year of review, the activity of Ag-
ency experts in international procedures 
was high similar as in the previous years. 

MARKETING AUTHORISATION AND RENEWAL PROCEDURES OF MEDICINES WITH 
LATVIA AS REFERENCE MEMBER STATE AND IN NATIONAL PROCEDURE

MARKETING AUTHORISATION AND RE-
NEWAL PROCEDURES OF MEDICINES 
WITH LATVIA AS CONCERNED MEMBER 
STATE

2016 2017 2018

394416 398
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Latvia was represented within the EMA 
Paediatric Committee and participated 
in primary Paediatric Investigation Plan 
assessment procedures. Experts of the 
Medicines Marketing Authorisation De-
partment together with external experts 
actively participated in the work of the 
Committee on Herbal Medicinal Products 
and other committees. Agency’s experts 
also regularly participated in the work 
sessions of the European Directorate for 
Quality of Medicines (EDQM) as external 
experts. More information on internatio-
nal collaboration – in part “International 
cooperation” of the Annual Report. 

At the end of the period of 
review, the Agency was res-
ponsible for:

®	 189 marketing authorisation 
procedures and 241 renewals;

®	 8299 variations to marketing 
authorisation documentation;

®	 20 active substances as the le-
ading member state responsible 
for signal monitoring;

®	 10 active substances as the lea-
ding member state in the asses-
sment of periodic safety update 
reports.

MARKETING AUTHORISATION OF  
MEDICINES

RENEWAL PROCEDURES OF  
MEDICINES
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In 2018, the State Agency of Medici-
nes evaluated a higher number of va-
riations to marketing authorisation of 
medicines via the national procedure 
(increase by 9%) and variations where 
Latvia was the Reference Member State 
(type I variations – increase by 5%, type 
II variations – increase by 220%).

In the year of review, 36 applications 
were evaluated for product compliance 
with the definition of a medicinal product 
and the Agency issued its opinion regar-
ding the status of these products.

Last year the Medicines Marketing 
Authorization Department organised in-

VARIATIONS TO THE MARKETING  
AUTHORISATION

formative seminars for marketing aut-
horisation holders. These seminars are 
available in a video format, and the to-
pics discussed in the seminar may be 
viewed on the website and “Youtube” 
channel of the State Agency of Medici-
nes. Presented and published topics: 

®	 Label stickers;

®	 Requirements for documentation to 
be submitted in case of changes in 
marketing authorisation holder; 

®	 Significant amendments to Cabinet 
of Ministers regulation No. 376 of 9 
May 2006 “Procedures for the Regis-
tration of Medicinal Products”;

2016 2017 2018

82998444 7879

NUMBER OF VARIATIONS TO THE  
MARKETING AUTHORISATION 
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®	 Indication of the symbol/abbrevia-

tion of expiration date and batch 

number in product information. 

Last year, the State Agency of Medici-

nes issued 185 certificates of free sale 

and products, thus, promoting export of 

medicinal products authorised in Lat-
via to countries outside of the European 
Union. These certificates verify that com-
panies manufacture medicines in compli-
ance with Good Manufacturing Practice 
– according to strict and common qu-
ality standards and requirements.

0 5 10 15 20 25

NUMBER OF CERTIFICATES OF PHARMACEUTICAL PRODUCTS AND  
CERTIFICATES OF FREE SALE ISSUED BY THE AGENCY
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AUTHORISATIONS FOR  
DISTRIBUTION OF MEDICINES

In 2018, the State Agency of Medici-
nes ensured expertise on applications 
and documentation in accordance with 
the normative acts for:

®	 Import and export of psychotropic, 
narcotic medicines/substances and 
precursors;

®	 Distribution of unauthorised medici-
nes;

®	 Import of samples of medicines;

®	 Distribution of parallel imported me-
dicines in Latvia and their variations.

In 2018, SAM issued 7153 authorisa-

tions for import, export, transit and dis-
tribution of medicines. In addition, SAM 
carried out expertise on applications 
and documentation and issued 22 licen-
ces and authorisation cards to precursor 
operators and 1 authorisation for use 
of plants, substances and medicines in-
cluded in the I, II and III list of narcotic, 
psychotropic substances and precursors 
controlled in Latvia. 

In 2018, SAM also ensured accoun-
tancy and control of legal circulation of 
narcotic substances, psychotropic subs-
tances and precursors controlled in Lat-
via. A quarterly report on the import and 
export of narcotic substances and an an-
nual report on the consumption of narco-

AUTHORISATIONS FOR IMPORT / EX-
PORT OF NARCOTIC DRUGS, PSYCHO-
TROPIC DRUGS / SUBSTANCES  
AND PRECURSORS

AUTHORISATIONS FOR DISTRIBUTION 
OF UNAUTHORISED MEDICINES
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tic and psychotropic substances within 
the state was prepared and forwarded to 
the International Narcotics Control Board 
(INCB).

A quarterly report on the circulation of 
illegal precursors and an annual report 
on the circulation of legal precursors 
was prepared and forwarded to the Eu-
ropean Commission.

In 2018 the State Agency of Medicines 
carried out monitoring of influenza vacci-
nes before and during the start of the flu 
season. Every week the wholesalers of 
medicinal products informed the Agency 
of the remaining stocks of the influenza 

vaccine and this information was pub-
lished on the Agency’s website www.zva.
gov.lv, in the section “News”, indicating 
both the quantity of available flu vacci-
nes and the wholesalers where the vacci-
nes were still available.

Information regarding consumption 
and price of medicinal products was as-
sembled monthly and published on SAM 
website www.zva.gov.lv. The annual pub-
lication “Statistics on Medicines Con-
sumption 2017” was prepared, based 
on the statistical information regarding 
sales of medicines submitted by who-
lesalers.

AUTHORISATIONS FOR IMPORTS OF 
SAMPLES OF MEDICINAL  
PRODUCTS

AUTHORISATIONS FOR DISTRIBUTION 
OF PARALLEL IMPORTED MEDICINES
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CLINICAL TRIALS WITH  
MEDICINES

In 2018, the State Agency of Medici-
nes issued authorisations for the con-
duct of 67 clinical trials with medicines, 
including 15 clinical trials within the In-
ternational Harmonisation Procedure. 

The Agency granted 294 authorisa-
tions for amendments to clinical trials 
and two authorisations for non-interven-
tional studies. 

In 2018, in total 285 clinical trials were 
conducted in Latvia.

During the year of review Good Clinical 
Practice compliance inspections were 
conducted at ten trial sites.

Information regarding applications for 
clinical trials with medicinal products, 
the time of their authorisation, the da-
tes of approval of applications for subs-
tantial amendments, opinions of ethical 
committees, completion of clinical trials, 
as well as inspections of Good Clinical 
Practice was regularly entered into the 
European clinical trial database EudraCT. 
It is necessary to regularly ensure the 
aforementioned data for the maintenan-
ce and updating of the European Clinical 
Trials Register.

In the year of review ensured electro-
nic data exchange within the EudraVi-
gilance system by forwarding acknow-
ledgements of receipt of safety reports 

AUTHORISATIONS ISSUED 

2016 2017 2018

6776 50

2016 2017 2018

285288 278

ON-GOING TRIALS 
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concerning clinical trials in Latvia to cli-
nical trial sponsors that had submitted 
safety reports in the Clinical Trial Modu-
le of the EudraVigilance database in ac-
cordance with the local and European 
normative requirements. During the year 
of review, 78 reports were received re-
garding serious adverse drug reactions 
observed at clinical trial centres in Lat-
via. These reports were analysed and 
included in a register established by the 
Agency. In total, the Agency received, re-
viewed and registered 140 annual safety 
reports prepared by sponsors regarding 
clinical trials conducted in Latvia. Cer-

TRIAL SITES OF CLINICAL TRIALS WITH MEDICINAL PRODUCTS AUTHORISED  
IN 2018

Trial site Number of 
trials

State LLC “Pauls Stradins Clinical University Hospital” 50

Riga Eastern Clinical University Hospital
•	 Clinic “Bikernieki”
•	 Latvian Oncology Center
•	 Centre of Tuberculosis and Lung Diseases
•	 Latvian Centre of Infectious Diseases

26
6
6
1
1

LLC “Digestive Diseases Centre GASTRO” 12

LLC “Daugavpils Regional Hospital” 11

LLC “Veselibas centrs 4’” 11

LLC “Liepaja Regional Hospital” 7

LLC “Vidzeme Hospital” 10

Other clinical trial sites (94 in total) 1-4 trials at 
each site

NUMBER OF CLINICAL TRIALS  
AUTHORISED IN 2018 ACCORDING TO 
TRIAL PHASE

Phase Ib/II    1

Phase II        19 

Phase III                     45 

Phase II/III  2
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tain annual safety reports were analysed 
in depth and the assessment is reflected 
in the assessment format established 
by the safety sub-group of the European 
working group on promotion of clinical 
trials.

The authorised clinical trial projects 
were sponsored by 67 foreign pharmace-
utical companies. In accordance with the 
power of attorney from the sponsors, 57 
contract research organisations were in-
volved in organising and ensuring the qu-
ality of conduct of clinical trials in Latvia 
in 2018.

In the year of review, employees of the 
Agency’s Clinical Trials Department parti-
cipated in the preparation of the Regula-
tion regarding clinical trials with medici-
nal products of the European Parliament 
and Council, as well as the European 

Commission and the related normative 
acts and portal.

MONITORING OF ADVERSE 
DRUG REACTIONS AND RISK 
MINIMISATION

Agency has been maintaining the da-
tabase for adverse drug reactions obser-
ved in Latvia since 2001, and since 2004 
the reported information is being forwar-
ded to the European Union database 
EudraVigilance for identification of new 
risks with medicines. Every year SAM 
analyses the information entered into the 
database in Latvia and the reporting acti-
vity in Latvia. 

In 2018, the number of adverse drug 
reaction reports received in Latvia rea-
ched 659 (an increase by 12%), doctors 
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and pharmacists submitted 42 reports, 
patients submitted 34 reports.

In 2018, Agency carried out six Good 
Pharmacovigilance Practice inspections 
of marketing authorisation holders, inclu-
ding one national inspection within the 
Pharmaceutical Inspection Co-operation 
Scheme (PIC/S) together with inspectors 
from the medicines agencies of Spain 
and Switzerland. 

Operating within the EU single asses-
sment procedure, Agency pharmacovigi-
lance experts evaluated periodic safety 
update reports (PSUR) regarding medi-
cines for the purposes of the whole Eu-
ropean community. In 2018, Latvia was 
a reference member state in 10 single 

assessment procedures. PSURs were 
evaluated for 7 nationally authorised me-
dicinal products that were not included 
in the EU single assessment procedure, 
and the assessments with recommen-
dations regarding required action were 
forwarded to the marketing authorisation 
holders.

Since 2018, the Agency has taken up 
the responsibility of signal monitoring for 
20 active substances as part of the EMA 
work-sharing procedure. Pharmacovigi-
lance experts carried out regular monito-
ring of the safety information regarding 
these products. 

Regular evaluation of risk manage-
ment plans is ensured by pharmacovigi-

ADVERSE DRUG REACTIONS REPORTS PHARMACOVIGILANCE INSPECTIONS

2016 2017 2018

65 5
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lance experts participating in marketing 
authorisation/renewal, as well as varia-
tion procedures. 

During the period of review, the Agency 
collaborated also with the MAH Qualified 
Persons Responsible for Pharmacovigi-
lance. This ensured that the MAH estab-
lished risk minimisation measures were 
implemented in Latvia, including the 
required communication with healthcare 
professionals, patients and the public re-
garding the safe use of medicines.

Agency approves the MAH submitted 
Direct Healthcare Professional Commu-
nication (DHPC) projects and the ed-
ucational materials (EM) intended for 
patients with the purpose of risk minimi-
sation. During the year of review, exper-
tise was ensured for 72 EMs and 35 
DHPCs submitted by MAHs.

A pharmacovigilance expert represen-
ting Latvia actively participates in the 
meetings of the EMA Pharmacovigilance 
Risk Assessment Committee (PRAC). Ag-
ency informs the public, marketing aut-
horisation holders and doctors in Latvia 
regarding all current issues in Europe re-
lated to medicinal products.

Information regarding the current me-
dicinal product safety issues and recom-
mendations regarding the required risk 
minimisation measures is regularly pub-
lished on the Agency’s website and in the 
informative bulletin “Cito!”.

QUALITY CONTROL OF MEDICINES
In 2018, the Medicines Examination 

Laboratory carried out analysis of 103 
samples of medicines. In the process of 
analysis 769 quality criteria were tested. 
302 volumetric solutions, indicators and 
reagents were prepared upon request 
from pharmacies. 91 samples of puri-
fied water produced in pharmacies were 
selected and tested in 2018. Upon requ-
est from the Agency Medicines Marke-
ting Authorisation Department, expertise 
was carried out on documentation su-
bmitted for marketing authorisation of 
30 medicinal products by evaluating the 
methods for analysis of the active subs-
tance and/or the final product and their 
validation. 

The criteria of the Agency Laboratory 
for selecting medicinal product samples 
for testing were based on potential risks 
to the public health, that is:

®	 Parallel imported medicinal pro-
ducts

®	 Information from the EU or the 
Health Inspectorate regarding 
withdrawal of the medicinal product

®	 Low intensity manufacturing

®	 Unstable medicinal product

®	 Consumers – special patient groups

®	 Medicinal products for which sam-
ples have not been tested in the last 
5 years
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®	 Recently authorised medicinal pro-
ducts

®	 New endproduct manufacturer

®	 Changes in the manufacturing pro-
cess

®	 Changes in the quality specification

Agency Laboratory regularly participa-
tes in international programs for quality 
control of medicines and professional le-
vel assessment programs. In 2018, spe-
cialists from the Laboratory participated 
in quality control programs for medicines 
authorised in the CAP, MRP, DCP and the 
national procedure, as well as in the Eu-
ropean Market Surveillance Study prog-
ram.

Medicines Examination laboratory 
has introduced a quality management 
system that is compliant with the requi-
rements of the ISO/IEC 17025 standard 
and recommendations of the EDQM 
Official Medicines Control Laboratories 
Network. Medicines Examination Labo-
ratory operates in accordance with the 
requirements of the ISO 9001 and ISO/
IEC 27001 standards.

MONITORING, CLINICAL 
RESEARCH AND VIGILANCE OF 
MEDICAL DEVICES

In 2018, the State Agency of Medici-
nes received and evaluated 777 primary 
notifications regarding release of medi-

NUMBER OF MEDICINAL PRODUCT  
SAMPLES TESTED

 NUMBER OF MEDICINAL PRODUCT 
 QUALITY CRITERIA TESTED

NUMBER OF VOLUMETRIC SOLUTIONS, 
INDICATORS AND REAGENTS WERE 
PREPARED UPON REQUEST FROM 
PHARMACIES

NUMBER OF PURIFIED WATER SAMPLES 
TESTED 

2016 2017 2018

103107
119

2016 2017 2018

769
830

759

2016 2017 2018

302

431

349

2016 2017 2018

91
96 97
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AUTHORISATIONS  OF  CLINICAL   
TRIALS  WITH  MEDICAL DEVICES

 VIGILANCE REPORTS OF MEDICAL 
DEVICES 

2016 2017 2018

522 7

-29%

2016 2017 2018

204233 252

-21%

cal devices on the market and ensured 
that information regarding 652 notifica-
tions was entered in LATMED, Latvia’s 
medical device database, that is avai-
lable on Agency’s website. Last year, 
identification of non-compliant medical 
devices in use in Latvia and vigilance or 
safety monitoring was ensured in 204 ca-
ses. 

In the year of review, the Agency issu-
ed 5 permits for clinical trials with me-
dical devices and 4 permits for amend-
ments to existing protocols of clinical 
trials conducted in Latvia in accordance 
with the Cabinet of Ministers Regulation 
No. 891 of 21 September 2010 “Procedu-
res for the Clinical Trial of Medical Devi-

ces Intended for Human Use”. 

In 2018, the Agency reviewed and en-
tered information in the LATMED data-
base regarding 27 medical devices and 
their manufacturers in Latvia, as well as 
regarding 10 European Union representa-
tives of medical device manufacturers in 
third countries that have registered their 
business activity in Latvia. To promote 
export capacity of Latvian manufactu-
rers outside of the European Union, last 
year the Agency issued 19 certificates of 
free sale. 

Since June 2018, Agency’s information 
system LATMED offers the functionality 
for electronic completion of notification 
forms regarding release of medical devi-
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ce on the market, thus, making the noti-
fication procedure faster and more con-
venient. The electronic notification form 
is available on the website, in the section 
“Industry > Medical device manufactu-
rers, authorized representatives > LAT-
MED register > Notifications”. 

Information for merchants prepared by 
the European Commission has been pub-
lished on Agency’s website – fact she-
ets regarding implementation of the new 
medical device regulation (EU) 2017/745 

(MDR) and the in vitro diagnostic medi-
cal device regulation (IVDR). 

Last year, the Agency also published 
the updated version of the Manual on 
borderline and classification in the com-
munity regulatory framework for medical 
devices (version 1.20, October 2018) pre-
pared by the European Commission and 
supplemented with information providing 
explanation for the status of several new 
products.

NUMBER OF CERTIFICATES OF FREE SALE ISSUED BY THE AGENCY

1 2 3 4 5
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PHARMACEUTICAL ACTIVITIES 
COMPANIES LICENSING

The main task of the Pharmaceutical 
Activities Company Licensing Depart-
ment is to address pharmaceutical acti-
vity company licensing issues in order to 
ensure the issuance of special permits 
(licences) to pharmaceutical activity 
companies in accordance with the cur-
rent normative acts. 

Prior to the SAM decision regarding 
issuance, renewal, suspension or annul-
ment of a special permit (licence), issues 
related to the licensing process are re-
viewed by the Commission on Licensing 

of Pharmaceutical Activity (hereinafter – 
Commission), 16 Commission meetings 
were held in 2018. Commission deci-
sions have the nature of a recommenda-
tion and the Commission operates in ac-
cordance with the regulations approved 
by the Director of the Agency. 

To ensure the functions of issuing 
special permits (licences) for pharma-
ceutical activity to medicines wholesal-
ers, medicines manufacturing or import 
companies, general type pharmacies and 
closed type pharmacies delegated to 
the Agency in accordance with Section 
10, Clause 12, 16 and Clause 17 of the 
Pharmaceutical Law. In 2018, the Agency 

CHANGES TO THE LICENCES FOR PHARMACEUTICAL ACTIVITY COMPANIES

* Not including structural units of pharmacies (in 2018 there were 80 structural units, in 2017 - 81 structural unit, in 2016 - 95 structural units) 
and not including suspended licenses. 
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performed evaluation of the documenta-
tion submitted by pharmaceutical ac-
tivity companies – medicines wholesal-
ers, medicines manufacturing or import 
companies, manufacturing companies 
of active pharmaceutical ingredients, 
general or closed type pharmacies. In 
2018, the Agency department assessed 
the compliance of projects for facilities 
of general and closed type pharmacies 
with the requirements of normative acts, 
prepared opinions on compliance evalua-
tion of pharmacies (113), prepared draft 
decisions (482) for issuance, renewal, 
suspension or annulment of special per-
mits (licences) or authorisations of man-
ufacturers, importers and distributors of 
active substances and other decisions 
published  in the “Register of licenced 
pharmaceutical companies” that is avai-
lable on the website of the State Agency 
of Medicines.

The Agency renewed (issued) spe-
cial permits (licences) for pharmaceu-
tical activity to 289 pharmaceutical ac-
tivity companies (239 pharmacies, 33 
medicines wholesales, 13 medicines 
manufacturing or import companies, 1 
company manufacturing active pharma-
ceutical ingredients), 6 companies – ac-
tive substance manufacturers, importers 
and distributors. The majority of licens-
ing documents submitted for renewal of 
special permits (licences) were related 

REGISTRATION OF ACTIVE 
SUBSTANCE MANUFACTURERS, 
IMPORTERS AND DISTRIBUTORS 
(INCLUDING PRIMARY 
REGISTRATIONS AND RENEWALS)

to replacement of pharmacy managers, 
responsible officials, change of legal 
address of licence holder, relocation of 
pharmaceutical activity, initiation or ter-
mination of new special activity condi-
tions, change of address of pharmaceuti-
cal activity location.  

In 2018, 5 special permits (licences) 
were issued to new general type phar-
macies, 4 special permits (licences) were 
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issued to new wholesalers, 2 special per-
mits (licences) – to new manufacturers 
or importers of medicines, 1 marketing 
authorisation was given to the manufac-
turer, importer and distributor of active 
pharmaceutical substance, uploading in-
formation also to the website www.zva.
gov.lv and entering the data into the EU 
EudraGMDP database.

In 2018, the Pharmaceutical Acitvities 
Company Licensing Department actively 
verified the addresses of pharmaceuti-
cal activity company locations against 
the information published in the State 
Address Registry www.kadastrs.lv, by 
collaborating with the State Land Servi-
ce and obtaining data from the informa-
tion system (viss.gov.lv) of the National 
Real Estate Cadastre regarding groups of 
pharmacies/branches.

The daily operation of the Agency is 
managed to allow issuance of special 
permits (licences) for pharmaceutical 
activity in accordance with the current 
normative acts, as well as ensure that 
updated information regarding the li-
censed pharmaceutical activity compa-
nies is available to the public and Agen-
cy clients on the website www.zva.gov.lv, 
section:  “Pharmacy map”, “Patients and 
Public  > Medicines > Purchase of med-
icines in pharmacy” and in Latvian ver-
sion of the Agency’s website “Industrijai 
> Aptiekas  > Lēmumi”. 

COMPLIANCE EVALUATION OF 
PHARMACEUTICAL ACTIVITY 
COMPANIES

In 2018, the State Agency of Medi-
cines conducted Good Manufacturing 
Practice inspections of 18 companies, 
including 2 inspections of manufactu-
ring sites located in third countries and 
4 document inspections related to li-
cence renewal, as well as 44 Good Dis-
tribution Practice Inspections of medi-
cinal product wholesalers, 20 of which 
were related to issuance or renewal of 
li cence. 

Last year, the Agency also conduc-
ted compliance evaluation of 2 blood 
and blood component establishments, 
inspections of 25 hospital blood banks 
and 19 centres for procurement of tis-
sues and cells, as well as tissue centres, 
including inspections related to changes 
in operation and for compliance monito-
ring of tissue centres, also implementing 
hemovigilance and vigilance procedures. 
This included 3 inspections of higher ed-
ucation institutions implementing medi-
cal study programs. 

Two joint inspections were conducted 
in collaboration with foreign competent 
authorities – one inspection of a medici-
nal product manufacturer in Latvia with 
participation of inspectors from the ag-
ency in Estonia and one inspection of a 
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tissue centre in Ireland with participation 
of inspectors from Latvia. 

Last year, submission of online vigilan-
ce reports on the Agency’s website was 
ensured for healthcare institutions. Since 
2018, the Agency ensures also automa-
tic forwarding of rapid reports received 
online regarding serious adverse reac-
tions and events to the State Blood Do-
nor Centre. 

Experts from the Pharmaceutical Acti-
vities Compliance Evaluation Department 
of the State Agency of Medicines ensu-
red verification of information and colla-
boration with the Health Inspectorate, if 
necessary, regarding information recei-

ved by the Agency in relation to possible 
unauthorised activity in the field of tissu-
es and cells. 

An informative seminar was organi-
sed on application of legal requirements 
related to amendments to Directive 
2005/62/EC related to principles of good 
practice and their use in quality systems 
of blood establishments. This seminar 
was also streamed on the Agency’s You-
tube channel. 

Pharmaceutical activity company 
compliance evaluation specialists pre-
pared annual reports to the European 
Commission regarding serious adverse 
reactions and serious adverse events in 

NUMBER OF GOOD MANUFACTURING 
PRACTICE INSPECTIONS

NUMBER OF GOOD DISTRIBUTION 
PRACTICE INSPECTIONS 

2016 2017 2018

1818 19

2016 2017 2018

4435 37

+19%



27

the field of blood, tissues and cells, as 
well as submitted proposals to the Eu-
ropean Commission Directorate for Food 
and Health Safety (DG SANTE) regar-
ding improvements to the EUTE databa-
se and rapid report system. Department 
specialists also actively evaluated and 
commented on the draft amendments 
prepared by the Ministry of Health for 
the transposition of requirements of the 
new directive in the field of blood related 
to principles of good practice, also requ-
esting additional explanations regarding 
implementation of the new regulation 
from DG SANTE. These specialists also 
submitted proposals to the Ministry of 
Health regarding amendments to the nor-

mative regulation in the field of blood, 
tissues and cells, and proposed asses-
sment of possibilities for improvements 
in organisation of blood bank and trans-
fusiology support. 

Department employees ensured repre-
sentation of the Agency in the EMA Good 
Manufacturing and Distribution Practice 
Inspectors Working Group, in the acti-
vities of the Pharmaceutical Inspection 
Co-operation Scheme (PIC/S) and Food 
Safety (DG SANTE) regarding human 
blood and blood components, tissues, 
cells and organs, in training and working 
group meetings, started participation in 
the project GAPP.

BLOOD, TISSUE, CELLS, ORGANS 
NUMBER OF INSPECTIONS

 NUMBER OF INSPECTIONS OF BLOOD 
CABINETS AND BLOOD ESTABLISHMENTS 

2016 2017 2018

1915 17

+13%
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INTERNATIONAL 
COOPERATION

The Agency is a part of the network of 
national medicines agencies in Europe 
and the successful performance of Agen-
cy’s functions and tasks is closely related 
to participation in the common Europe-
an medicines regulatory network – it en-
tails cooperation with the EMA, European 
Commission and more than 47 regulatory 
institutions in the pharmaceutical field 
within the European Economic Area. This 
network of cooperation gives EMA ac-
cess to a wide range of experts allowing 
EMA to provide the best possible scienti-
fic expertise for regulation of medicines 
in the EU. National experts from European 
countries participate in the work of EMA 
as members of working groups and scien-
tific advisory groups, as well as scientific 
committees.

In order to fully participate in the Eu-
ropean collective work procedures, that 
bring additional responsibilities and tasks 
for Latvia’s Agency, qualified human re-
sources, as well as financial resources are 
undoubtedly necessary. In 2018, employe-
es of the Agency were involved in coope-
ration with the scientific committees of 
the European Medicines Agency, with Eu-
ropean Union, working groups of Europe-
an Commission and Council, World Health 
Organisation, European Pharmacopoeia 
Commission, PIC/S, EDQM etc. 

In 2018, the management of the Ag-
ency participated in EMA Management 
Board meetings where the agenda inclu-
ded involvement of EMA in international 
projects. The significant common initia-
tive in the medicines agencies of Europa 

28
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was fast exchange of information and 
solutions related to shortages of medici-
nes in EU. The State Agency of Medicines 
participated in HMA/EMA Task Force on 
Availability of Authorised Medicines for 
Human and Veterinary Use (TF AAM). In 
order to promote better availability of me-
dicines in the European Union, the task 
force operates in the following directions:

®	 Improving availability of authorised 
medicines that have not been relea-
sed on the market for any reason or 
were previously on the market, but 
are no longer released;

®	 Disruptions in the supply chains of 
medicines that are authorised and 
currently on the market. 

Last year, the Agency participated in 
the European Commission working group 
on availability of medicines with the pur-
pose of establishing the situation in mem-
ber states with regard to the assurance 
of uninterrupted availability of medicines, 
including review of best practices, propo-
sals for consultations with World Health 
Organisation member states regarding 
availability of medicinal products and va-
ccines in 2019–2023. The Agency also 
participated in crisis management events 
lead by the Latvian Medicines Verification 
Organisation, including events regarding 

availability of medicines and introduction 
of safety symbols on medicinal product 
packaging. Agency was represented in 
the expert working group on precursors 
of narcotic substances, as well as in the 
62nd session of the UNODC Commission 
on Narcotic Drugs.

For several years now, the Agency has 
been involved in the cooperation for sur-
veillance of medical devices, blood and its 
components, tissues and cells. The Agen-
cy is the competent authority for autho-
risation of medical devices, issuance of 
authorisation for clinical trials with medi-
cal devices and monitoring the safety of 
medical devices. The responsible specia-
lists of the Agency regularly participate in 
the meetings of representatives from na-
tional competent authorities for medical 
devices in Europe. Participation is ensu-
red in Competent Authorities for Medical 
Devices (CAMD) meetings, Central Mana-
gement Committee (CMC) meetings. 

The Agency has a binding collaboration 
agreement with the medicines agencies 
in Estonia and Lithuania aiming to promo-
te closer cooperation between the medi-
cines agencies of the Baltic States in the 
field of medicinal product regulation. In 
2018 the trilateral meeting was organised 
by the Estonian medicines agency.
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In 2018, the State Agency of Medici-
nes implemented a new mid-term opera-
tional strategy for 2017–2019. It was es-
tablished in compliance with the national 
priorities and objectives in public health, 
as well as international priorities reflected 
in the strategy and operational plan for 
2016–2020 established by the network of 
European medicines agencies.

The strategy emphasises that in order 
to improve and ensure qualitative servi-
ces for public health in Latvia in the long-
term, the following operational directions 
have been established for 2017–2019:

®	 Service direction with the objective 
of ensuring qualitative implemen-
tation of the functions delegated 
to SAM by promoting availability of 
effective, safe and qualitative medici-
nes and other healthcare products on 
the market in Latvia;

GENERAL  
GOVERNANCE OF  
THE AGENCY

®	 Collaboration and information direc-
tion with the objective of promoting 
efficient collaboration between the 
Agency and stakeholders in Agency’s 
services and collaboration;

®	 Sustainable development direction 
with the objective of continuous 
development of the State Agency of 
Medicines as the centre for exchange 
of knowledge by managing knowle-
dge responsibly and improving the 
learning process within the organisa-
tion in order to ensure high quality of 
the delegated functions and services 
in the longterm. 

When implementing the principles of 
good governance and optimization of in-
ternal processes, changes in the struc-
ture of the Agency were made in August 
2018. Combining the Administrative Re-
sources and Documents Management 
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Department and the Public Procurement 
and Infrastructure Provision Department, 
the Administrative Department with three 
sectors: Administration Service, Facilities 
Support Service, Marketing Authorisation 
Archive has been established. The Phar-
macovigilance Sector of the Medicines 
Marketing Authorization Department has 
been transformed into the Pharmacovigi-
lance Division. In 2018 internal adminis-
trative burden has also been reduced by 
improving and automating document re-
gistration procedures.

IMPLEMENTATION OF AND 
AMENDMENTS TO NORMATIVE 
ACTS

Decisions adopted by the State Agen-
cy of Medicines are thought-out, legal 
and compliant with the requirements of 
normative acts. In 2018, only twelve out 
of the 8758 decisions adopted by the Ag-
ency were contested at the Ministry of 
Health and none of these decisions were 
repealed. It means that last year the ratio 
of repealed decisions versus adopted de-
cisions was 0.

In 2018, the State Agency of Medici-
nes submitted to the Ministry of Health 
several proposals for amendments and 
improvements to normative acts. For 
example, proposals were related to the 
following normative acts: 

®	 Cabinet of Ministers Regulation 
No. 873 of 17 September 2013 
“Publicly Available Paid Service 
Pricelist of the State Agency 
of Medicines”. The objective of 
the submitted proposal was to 
improve the balance between 
income and function-related ex-
penses, decrease administrative 
burden for merchants and the 
Agency in relation to implemen-
tation of this pricelist.

®	 Cabinet of Ministers Regulation 
No. 288 of 23 March 2010 “Reg-
ulations Regarding Operating of 
Pharmacies”. Proposal related to 
the control of extemporal me-
dicinal products produced at the 
pharmacy and control of purified 
water samples.

®	 Cabinet of Ministers Regula-
tion No. 304 of 18 April 2006 
“Regulations Regarding the 
Procedures for the Manufacture 
and Control of Medicinal Prod-
ucts, the Requirements for the 
Qualification and Professional 
Experience of a Qualified Person 
and the Procedures for the Issu-
ance of the Certificate of Good 
Manufacturing Practice to a 
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Medicinal Products Manufactur-
ing Undertaking” and Cabinet of 
Ministers Regulation No. 436 of 
26 June 2007 “Procedures for 
the Importation and Exportation 
of Medicinal Products”. Proposal 
related to the transposition of 
the requirements of the Commis-
sion Directive (EU) 2017/1572 of 
15 September 2017 supplement-
ing Directive 2001/83/EC of the 
European Parliament and of the 
Council as regards the principles 
and guidelines of good manu-
facturing practice for medicinal 
products for human use.

®	 Cabinet of Ministers Regula-
tion No. 800 of 19 October 2011 
“Procedures for the Licensing 
of Pharmaceutical Activity”. 
Proposal to introduce elec-
tronic licences and application 
forms, repeal the requirement 
for pharmacy location approval 
decisions and in its stead intro-
duce an inspection conducted 
by the Health Inspectorate prior 
to issuance/renewal of licence 
to pharmacies. Removal of the 
requirement for a State fee was 
also proposed.

®	 Cabinet of Ministers Regulation 
No. 416 of 26 June 2007 “Proce-
dures Regarding the Distribution 
and Quality Control of Medicinal 
Products”. Proposal related to 
limiting medicinal product ex-
port.

®	 In order to decrease the admin-
istrative burden proposals were 
submitted for amendments to 
Cabinet of Ministers Regulation 
No. 899 of 21 September 2010 
“Procedures for the Reimburse-
ment of Expenditures for the Ac-
quisition of Medicinal Products 
and Medical Devices Intended 
for the Outpatient Medical Treat-
ment”. Proposals included earlier 
receipt of information from phar-
macies and institutions regarding 
interruptions in the availability 
of medicines, immediately noti-
fying the State Agency of Medi-
cines. A common EU e-mail has 
been established where member 
states discuss and solve prob-
lems related to the availability of 
medicines. The State Agency of 
Medicines regularly participates 
in the decision-making and solu-
tions for network issues.
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PERSONEL MANAGEMENT AND 
TRAINING

At the end of the 2018, there were 129 
civil servants and employees actually 
working at the Agency. In total, last year 
there were 141 persons in a civil service 
or an employment relationship with the 
Agency. 26 vacancies were announced 
and 23 new employees were hired, while 
26 persons terminated their civil service 
or employment.

Staff turnover (number of employe-
es and civil servants who have termina-
ted employment divided by the avera-
ge number of staff members) was 20%. 

2016 2017 2018

129138 136

NUMBER OF ACTUAL EMPLOYEES 

Staff renewal (number of new employees 
and civil servants divided by the average 
number of staff members) – 14%.

Well educated, competent and highly 
qualified specialists are required to suc-
cessfully ensure the functions assigned 
to the Agency. The overall level of educa-
tion of SAM staff members is high – 128 
or 88% of SAM employees have comple-
ted higher education, four of these staff 
members have a doctoral degree.

One of the ground principles of Agen-
cy’s personnel policy is to raise the quali-
fication of staff members and to motivate 
them to broaden their competencies. In 
order to ensure this, based on the training 

PERSONNEL DEVELOPMENT AND 
RAISING QUALIFICATION
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requirements identified in personnel as-
sessment, in 2018, SAM employees atten-
ded 906 training events and 80 seminars, 
conferences and forums organised by in-
ternational organisations. Internal and ex-
ternal training has been also organised. In 
2018, development and implementation 
of mentoring programm has been started.

Last year Agency was involved in the 
European Regional Development Fund 
project “Support for Centralisation of ICT 
of Ministry of Health and Subordinate 
Institutions”. As part of this project, Ag-
ency introduced personnel management 
system Horizon, thus, replacing the pre-
vious personnel management system 
used at the State Agency of Medicines.

In order to learn about employee satis-
faction with work and work environment 
at the Agency, an employee satisfac-
tion survey was conducted in December 
2018. The results indicate that 92.7% of 
Agency’s employees gave positive as-
sessment of the work environment and 
expressed satisfaction with the work 
staff. In 2018, Agency’s civil servants 
and employees also participated in an 
involvement study conducted by the 
State Chancellery, and the results show 
that the involvement index of the State 
Agency of Medicines (86% of civil ser-
vants and employees were involved) was 
higher than the involvement index of the 
state administration in Latvia (i.e., 71%).

NUMBER OF  EMPLOYEES ACCORDING TO LEVEL OF EDUCATION
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INTEGRATED MANAGEMENT  
SYSTEM AND AUDITS

Quality Management System

In 2018, the Agency continued its ef-
forts to improve and maintain the quality 
management system which has integra-
ted the requirements of ISO 9001, ISO/
IEC 27001 and ISO/IEC 17025 standards, 
as well as recommendations of internatio-
nal guidelines in the following areas:

®	 Compliance with Good Clinical Practi-
ce1

®	 Establishment and maintenance of a 
pharmacovigilance system

®	 Evaluation of Good Manufacturing 
and Distribution Practice

®	 Testing of medicinal products

®	 Compliance evaluation and surveil-
lance of procurement, testing, pro-
cessing, storage and distribution 
centres for human blood and blood 
components

®	 Compliance evaluation and surveil-
lance of procurement, storage and 
utilisation centres for human tissues 
and cells, as well as organs

Compliance with the ISO standards 
was confirmed by the received accredita-
tion and certification, as well as conclu-
sions of external audits regarding opera-
tion and compliance surveillance.

In the period of review, work continued 

on the continuous risk surveillance and 
risk minimisation measures included in 
the risk management plan for the 2017-
2019 strategic period, as part of risk ma-
nagement processes.

Considering public and patient inte-
rests in the field of healthcare, the Agency 
is determined to promote client trust and 
satisfaction by raising quality of provided 
services and introducing relevant solu-
tions as part of its quality policy. Annual 
client survey was conducted in order to 
receive client feedback regarding Agency 
operation in 2018 with regard to provision 
of all services, client service, communica-
tion and other aspects.

Survey results indicate that 88.9% of 
respondents assessed positively2 the pro-
fessionalism of Agency personnel and 
89.7% of respondents gave a positive eva-
luation of the services received.

During the period of review the Agency 
was an active participant in training and 
self-assessment for the “Consult First” 
movement initiated by the Ministry of 
Economics. Analysis of the “client voice” 
assessment index in 2018 indicates that 
clients have a positive experience in co-
operation with the Agency. At the same 
time, despite the numerous seminars con-

1  International Council for Harmonisation of 
Technical Requirements for Registration of 
Pharmaceuticals for Human Use (ICH) guide-
lines

2  A score of 4 and 5 (out of 5)



36

ducted in 2017 and 2018, provision of in-
formation to clients remains an area for 
improvement.

In order to steer the Agency towards 
becoming one of the leading institutions 
among equivalent institutions on a na-
tional and an international level, rigorous 
work was continued in the strategic ope-
rational direction for sustainable develop-
ment of the Agency with the purpose of 
implementing effective resource manage-
ment and process improvement. 

In order to ensure high quality of dele-
gated functions and services in the long-
term, Agency’s representatives:

®	 Visited the medicines regulatory 
agency in Denmark, which is one of 
the leading agencies in the field of 
quality system development, as part 
of the collaboration project between 

medicines agencies in Latvia and 
Denmark, in order to gain experience 
in the implementation and mainte-
nance of the LEAN approach across 
all organisational operations. As a 
result, at the end of the year imple-
mentation of the LEAN approach was 
initiated in the area of work organisa-
tion and process management.

®	 Participated in the European Com-
mission (EC) VISTART3 project wor-
king group. The objective of this 
working group is to harmonise qu-
ality systems of institutions ensuring 
compliance evaluation and surveil-
lance of procurement and utilisation 
centres for human tissues and cells 

“CONSULT FIRST” ASSESSMENT INDEX FOR 2018

3 Vigilance and Inspection for the Safety of 
Transfusion, Assisted Reproduction and 
Transplantation – VISTART (GRANT AGREE-
MENT N. 676969)

Overall index

1. Effective monitoring 
strategy

6. Service-oriented client 
service culture

5. Provision of informa-
tion and consulting

4. Monitoring policy oriented 
towards  

compliance  
achievement
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by preparing guidelines and procedu-
re audit systems or CESIP4. Agency’s 
representatives also participated in 
auditor training.

Taking into account the working group 
recommendations and the results achie-
ved in the pilot project, EC decided that 
work on implementation of the common 
audit program should be continued within 
the Inspectors working group of EEA com-
petent authorities and Latvia was invited 
to participate in the next steps for the es-
tablishment of a model for implementation 
and maintenance of an audit program.

Audit
Last year, compliance of the Agency’s 

management system was evaluated both 
in external audits and mutual assessment 
of European medicines agencies, as well 
as by the Ministry of Health. Agency’s ma-
nagement system was recognised as com-
pliant with external and internal require-
ments.

The Joint Audit Program (JAP) moni-

tored by the European Medicines Agency 
and USA Food and Drug Administration 
(FDA) was concluded in February 2018 
and as a result the Agency’s system was 
recognised as compliant with the stipula-
ted requirements.

After successful completion of JAP, the 
FDA audited Agency’s compliance with 
FDA requirements for compliance evalua-
tion and surveillance of Good Manufactu-
ring and Good Distribution Practice of me-
dicinal products. Upon completion of this 
audit, the Agency received confirmation 
of compliance with FDA requirements. 
As a result, marketing barriers have been 
decreased for medicinal product expor-
ters in Latvia and USA shall recognise the 
opinions issued by GMP/GDP compliance 
evaluators in Latvia.

In 2017, an external audit was conduc-
ted at the Agency as part of the Europe-
an Commission project VISTART in order 
to establish a common audit program 
for EEA member states as regards com-
pliance of regulatory action ensured in 
member states with the requirements for 
compliance evaluation of procurement 

4 Common European SoHO Inspection Pro-
gramme (CESIP); Substances of Human 
origin (SoHO)
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and utilisation centres of human tis-
sues and cells. Notably this is the first 
international audit conducted in this 
field in the EU. This audit showed that 
the processes, procedures and com-
pliance evaluation system for mer-
chant operation established by the 
Agency is compliant with EU require-
ments. The final audit report was re-
ceived in 2018, confirming audit fin-
dings that the Agency’s system was 
found to be compliant and indicating 
the necessity to expand current Agen-
cy personnel to ensure organisation 
of the complete compliance evalua-
tion process in the future.

Audits initiated by the Ministry of 
Health in 2017 were concluded in the 
period of review, including audits on 
“Organisation and management of the 
marketing authorisation process for 
medicinal products” and “Organisa-
tion and management of provision of 
state administration services”. The re-
sult of corrective actions was accep-
ted by the Ministry of Health.

In addition to external audits, in 
2018 there the Agency also conduc-
ted 8 internal audits, self-assessment 
of personal data management, moni-
toring and management of client re-
lationships and the e-index, as well as 
mapping of personal data locations 
outside of the IS.

AGENDA FOR THE NEXT PERIOD
In 2019, the Agency is scheduled to 

undergo an external audit conducted by 
representatives of the Canadian autho-
rity “Health Canada”, as part of a mutual 
collaboration agreement between the EU 
and Canada. This audit will assess the 
harmonised implementation of Good Ma-
nufacturing and Good Distribution Prac-
tice standards in Latvia, as well as the 
Agency’s quality system in the field of 
compliance evaluation.

In order to improve client experience in 
collaboration with the Agency, in 2019 ef-
forts will be increased with regard to:

®	 The implementation and maintenan-
ce of the LEAN approach;

®	 Ensuring in-depth integration of the 
quality management documenta-
tion, which is maintained in accor-
dance with the ISO 17025 standard, 
within the Agency’s quality system 
documentation;

®	 Harmonisation of requirements 
for internal audit organisation and 
conduct with recommendations for 
members of the European network 
of medicines agencies;

®	 Decrease of paper format docu-
ments in the incoming/outgoing and 
internal circulation of documents;

®	 Establishment of a common client 
portal.
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MANAGEMENT OF INFORMA-
TION AND COMMUNICATIONS 
TECHNOLOGY

In 2018, SAM continued to develop and 
improve solutions for SAM information 
systems (IS) and information and com-
munications technology (ICT), as well as 
to improve their availability and mana-
gement. Last year the ICT infrastructure 
was expanded by integrating new techni-
cal devices, use of new tools for business 
analysis was initiated providing data visu-
alisation possibilities (Power BI and Qlik 
Sense) in the services provided by the Ag-
ency.

The algorithms for selection and pro-
cessing of information in the SAMIS and 
LATMED information systems were refi-
ned, and significant improvements were 
made in accordance with the require-
ments of the Cabinet of Ministers Regu-
lation No. 442 of 28 July 2015 “Procedure 
for Ensuring Compliance of Information 
and Communications Technology Sys-
tems with Minimal Security Require-
ments”.

In 2018, 89 applications for changes in 
ICT were implemented in IS, thus, promo-
ting work efficiency and providing subs-
tantial support for employees, the public 
and merchants.

Agency’s website, which underwent 
substantial modernisation last year, provi-

ded new functionalities with regard to se-
arching for information, its availability and 
comprehension. In 2018, the following im-
provements were made to the website:

®	 Improved electronic report forms for 
unavailability of medicinal products 
that may be submitted by any pa-
tient, member of the public or health-
care professional. Submitted reports 
help to gain more thorough informa-
tion regarding the medicines current-
ly on the market in Latvia and effec-
tively solve issues related to supply 
of medicines. Last year, information 
regarding disruptions in supply of 
medicines was added to the website.

®	 Information search functions in the 
Medicinal Product Register available 
on the website were improved and 
the speed of operation of the Regis-
ter was increased. An indicator of 
the status of medicines in the List 
of reimbursable medicinal products 
was added to the online search tool 
of the Medicinal Product Register. 
To promote public awareness of the 
presence of substances prohibited in 
sports in the medicines authorised 
in Latvia and to comply with Article 
19 of the International Convention 
Against Doping in Sport, in November 
2018, the Medicinal Product Regis-
ter available on Agency’s website 
was supplemented with information 
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regarding use of medicines in sport 
as a result of collaboration between 
the State Agency of Medicines and 
the Anti-Doping Bureau of Latvia. In 
order to view this information, select 
the parameter “Information regarding 
use in sports” in the expanded search 
form.

®	 Clients have access to the Pharma-
ceutical Activity Company Register 
with interactive information search 
functions. This register includes 
information regarding licenced phar-
macies, manufacturers of medicinal 
products and active pharmaceutical 
ingredients, distributors and impor-
ters, medicinal product wholesalers, 
including companies licenced in EU 
and EEA member states that have 
given notification of initiating me-
dicinal product wholesale in Latvia. 
Establishment of this new Register 
makes searching for information 
substantially quicker and easier, and 
provides a more convenient overview 
of information.

®	 A convenient list of marketing autho-
risation holders and representatives 
with search functions is also availab-
le to clients.

®	 Another new function for clients was 
introduced – notifications regarding 
changes in medicinal product marke-
ting authorisation documentation.

Agency’s website provides the latest in-
formation regarding applications submit-
ted by pharmaceutical activity companies 
and decisions adopted by the Agency, and 
this information is being updated several 
times a day.

The new website provides a single lo-
cation for all of the SAMIS data, including 
the Medicinal Product Register, Pharma-
ceutical Activity Company Register, list 
of disruptions in supply of medicines, the 
ATC code classification and other data, 
as well as a functionality for submission 
of applications, i.e., to notify the Agency 
of unavailability of certain medicines in 
Latvia, submit an adverse drug reaction 
report. Biovigilance reports are also avai-
lable in the system.

The public section of IS LATMED has 
been supplemented with the established 
online report forms regarding class IIa, IIb 
and III medical devices or active implan-
table medical devices and list A, list B and 
self-testing in vitro diagnostic medical de-
vices.
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In 2018, the ICT Commission 
approved a project for the estab-
lishment of a common Inspection 
platform. Objectives of the project 
include the following:

®	 To establish a common plat-
form that would ensure tra-
ceability of the inspection 
process and completion and 
circulation of inspection do-
cumentation to the full extent 
for GMP, GDP and pharmaco-
vigilance inspections and to a 
lesser extent for SOHO, blood 
and clinical trial inspections;

®	 To introduce forms that can 
be completed and generated 
electronically (inspection 
program, cover letter, decisi-
ons, etc.);

®	 To improve and expedite com-
munication within the Agency, 
as well as with merchants;

®	 To improve the current func-
tionality for generation of the 
annual inspection plan;

®	 To improve structured circula-
tion of e-documents.

Updated information from the Medici-
nal Product register of Latvia and Phar-
maceutical Activity Company Register 
was published in a structured manner 
on the open data portal data.gov.lv.

In 2018, measures were taken to mi-
nimise risks related to IT security, and 
regular training regarding IT security 
issues was provided to employees by 
using solutions for self-learning and tes-
ting knowledge in the field of ICT secu-
rity. Last year, employees were tested on 
their knowledge regarding IT security, 
using the CloudStudy.eu solution that 
provides also training materials on IT 
security. 

Based on analysis and test results, 
employees were once again instructed 
how to avoid infecting computers with 
malware and/or leaking data.

In 2018, collaboration continued with 
various European institutions and com-
petent authorities in other countries to 
exchange electronic information using 
common ICT solutions, for example, the 
European clinical trial database Eud-
raCT, the secure e-mail EudraMail and 
the data exchange system Eudralink, 
the pharmacovigilance system Eudra-
Vigilance and the data analysis system 
EVDAS, the European medical device 
database EUDAMED, the Communica-
tion and Tracking system (CTS) solution 
for mutual recognition procedures for 
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medicines, the Common European Sub-
mission Platform (CESP), etc., as well as 
the Common Repository for marketing 
authorisation documentation in the cen-
tralised procedure, the Periodic Safety 
Update Report (PSUR) Repository.

Last year, maintenance was ensured 
for the ICT infrastructure used by the 
Ministry of Health and the subordinate 
institutions and support was provided 
to ICT specialists in these institutions. 
In addition, changes were initiated in 
both business processes and IS rela-
ted to the ICT project implemented by 
the Ministry Health in accordance with 
European Regional Development Fund 
operational program “Growth and Em-
ployment” – specific objective  2.2.1 “To 
ensure increase in the re-use of public 
data and efficient interaction of the pub-
lic administration and the private sec-
tor”, measure 2.2.1.1 “Establishment of 
centralised public administration ICT 
platforms, optimisation and develop-
ment of public administration proces-
ses”, project “Support for centralisation 
of ICT in the Ministry of Health and su-
bordinate institutions”.

ECONOMIC ACTIVITY
Property management and maintenan-

ce of technical infrastructure at the Ag-
ency is ensured by the Facilities Support 
Service of the Administrative Department 
by creating work conditions for the suc-
cessful operation of all structural units of 
the Agency.

Functions of the Facilities Support Ser-
vice are as follows:

®	 Management of movable property, 
real estate and stock of automobiles 
in possession or use by the Agency, 
assurance and coordination of real 
estate maintenance processes;

®	 Operation, maintenance and service 
of systems and devices for power 
supply and communication;

®	 Organisation and assurance of main-
tenance and amenities for Agency’s 
facilities and territory, including or-
ganisation of management and dis-
posal of written-off materials, fixed 
assets and inventory of low value;

®	 Organisation and conduct of purcha-
se of materials, devices, furniture and 
inventory and organisation of their 
technical service and repairs. 
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COMMUNICATION 
WITH SOCIETY 

In 2018, the State Agency of Medici-
nes provided information to the public 
and carried out communication activities 
in accordance with the “Operational Stra-
tegy of the State Agency of Medicines 
2017-2019”. This direction of collabora-
tion and information laid down in the stra-
tegy is related to the Agency’s task to col-
laborate with professional organisations 
of doctors and pharmacists, the industry 
and non-governmental organisations, fo-
reign and international institutions, as 
well as to ensure mutual exchange of in-
formation in the areas of Agency opera-
tion. 

One of the priorities in the year of re-
view was to contribute to the public un-
derstanding of safe and rational use of 
medicinal products and promote aware-
ness among healthcare professionals re-

garding the role of monitoring in ensuring 
quality, safety and efficacy. In 2018, the 
State Agency of Medicines continued to 
broaden the spectrum of its external com-
munication activities and channels with 
various collaboration partners, thus, pro-
viding independent and objective informa-
tion on the issues within the competency 
of the Agency.

MEDIA PUBLICITY
In 2018, 40 various press releases were 

prepared and distributed to media repre-
sentatives and more than 160 answers 
were provided to queries from the media, 
the public, merchants in the industry, as 
well as the Ministry of Health and institu-
tions under its supervision. 

The State Agency of Medicines orga-
nized 235 public information events, in-
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cluding news publications on Agency’s 
website, in the media, etc. 11 informati-
ve events were organised for healthcare 
professionals, for example, articles pub-
lished in professional media intended for 
specialists. As a result of the communica-
tion activities of the State Agency of Me-
dicines in 2018, there were  publications 
in various media, radio and TV, that inclu-
ded the following main topics: availability 
of medicines, including availability after 
withdrawal of the United Kingdom from 
the European Union, price of medicines, 
safety signs on the packaging of medi-
cines that had to be implemented from 
9 February 2019, consumption of medi-
cines, availability of pharmacies in rural 
territories in Latvia, the new headquarters 
of the European Medicines Agency and 
other topics.

COLLABORATION WITH THE 
INDUSTRY AND INFORMATIVE 
SEMINARS 

The Agency in 2018 implemented the 
initiative of state administration “Consult 
first” supporting the aim of this initiati-
ve - to improve the collaboration betwe-

en state insitutions and merchants, thus, 
decreasing the administrative burden and 
introducing the principle of good adminis-
tration within the Agency. 

One of the SAM collaboration direc-
tions in 2018 were informative seminars 
for clients – marketing authorisation 
holders, wholesalers, retailers and other 
representatives of the pharmaceutical 
industry and non-governmental organi-
sations. In 2018, the Agency organised a 
seminar for marketing authorisation hol-
ders discussing specific issues related 
to various marketing authorisation pro-
cedures and submission of documents. 
Last year, the State Agency of Medicines 
cooperated with the Latvian Medicines 
Verification Organisation to organise a 
seminar regarding the requirements and 
obligations for medicinal product who-
lesalers, importers and parallel distribu-
tors stipulated by the Directive on falsified 
medicines. In 2018, a meeting between 
merchants involved in pharmacy opera-
tion and Agency experts took place at the 
Agency with the objective of hearing di-
fferent opinions and discussing solutions 
related to compliance of pharmacies 
and pharmacy branches with the requi-
rements of normative acts. Last year, for 
the first time an informative seminar re-
garding new requirements of normative 
acts for the State Blood Donor Centre and 
blood establishments was live-streamed 
on the social network “YouTube”. Explana-
tory information available for clients was 
provided and supplemented on the Agen-
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cy’s website, for example, in the form of 
“Frequently Asked Questions”. As in the 
previous years, the Agency continued co-
operation with other state institutions and 
non-governmental organisations to provi-
de qualitative and justified services in the 
field of healthcare products, evaluation of 
procurement and utilisation sites for hu-
man blood, tissues, cells and organs, as 
well as pharmaceutical activity compa-
nies according to state and public inte-
rests in the field of healthcare. 

NEW WEBSITE
In August 2018, an improved version 

of the State Agency of Medicines’ web-
site was launched to ensure that the ne-
cessary information would be easily and 
quickly accessible for all clients. The new 
website includes dedicated sections – 
“Patients and public”, “Healthcare profes-
sionals and institutions” and “Industry” in-
cluding content that has been tailored to 
the relevant target audiences. This websi-
te provides more complete and thorough 
information regarding the services pro-
vided by the Agency, and improvements 
have been made to its functionality and 
design. 

All visitors may gain not only more in-
formation regarding the functions and 
services of the State Agency of Medici-

nes, but also use a wide spectrum of se-
arch tools and registers, browse the news, 
documents and statistics more conve-
niently, as well as obtain other required in-
formation. 

Agency’s website has become a place 
for interactive procurement and exchan-
ge of information as indicated by the 
growing number of site users that increa-
sed by approximately 20% last year accor-
ding to “Google Analytics” data. The Medi-
cinal Product Register is the most visited 
section of the website. 

See more information regarding the im-
provements made to the website and its 
interactive and user-friendly functionality 
in the section “Management of Informa-
tion and Communication Technology” of 
this report.

PUBLICATIONS OF THE STATE 
AGENCY OF MEDICINES 

In order to inform doctors, pharmacists 
and other healthcare professionals regar-
ding the news in the pharmaceutical in-
dustry and in the operation of the State 
Agency of Medicines, as well as safety of 
medicines, several informative publica-
tions were prepared in 2018. Even though 
doctors, pharmacists and other healthca-
re professionals can obtain information 
from different sources such as seminars 
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NUMBER OF PAGE VIEWS OF THE 
WEBSITE WWW.ZVA.GOV.LV

2018

2017

2016

2015

2014

and conferences, as well as professional 
publications from various countries, the 
printed (electronic) SAM publications pro-
vide updated, objective, verified and focu-
sed information to the interested parties 
who wish to follow the most important 
developments in pharmaceutics and the 
industry.

A brand new “Cito!” – an informative 
bulletin for healthcare professionals  

The SAM informative bulletin “Cito!” for 
doctors, pharmacists and other healthca-
re professionals has already become an 
integral part of daily operation by provi-
ding thorough and updated information 
regarding the safety of medicines and me-
dical devices. In the pages of “Cito!” field 
specialists, including SAM experts, share 

their experience, publish articles regar-
ding current medical issues, as well as 
exchange their opinions. Changes in the 
Medicinal Product Register of the Repub-
lic of Latvia are published in each issue 
of “Cito!”. In order to improve the design, 
content and distribution of the publication 
“Cito!” to meet the demands of healthca-
re professionals nowadays, in 2018, fo-
cus-group discussions were held with the 
participation of doctors and pharmacists. 

Based on the feedback obtained du-
ring the discussions, summaries are now 
being prepared for the articles published 
in “Cito!”, thus, emphasising the most rele-
vant information to doctors, pharmacists 

2 518 463

2 116 045

1 915 054

1 974 264

1 885 828

+25%
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and all other healthcare professionals. 
The bulletin also provides precise infor-
mation regarding safety changes in the 
summaries of product characteristics and 
package leaflets of specific active subs-
tances. From now on, every edition of 
“Cito!” will contain information regarding 
initiation of distribution of specific medici-
nal products in Latvia during the relevant 
time period. On the other hand, informa-
tion regarding renewals, as well as per-
mits issued, suspended or withdrawn for 
distribution of parallel imported medici-
nes is no longer published in the bulletin. 
Changes have been made also in the visu-
al design and distribution of the bulletin. 
Gradually, the publication will be available 
mostly electronically for quick and conve-
nient browsing.

Medicinal Product Register of 
Latvia, Statistics on Medicines 
Consumption 2017, Guideline for 
Good Clinical Practice, Annual 
Report

The Medicinal Product Register of Lat-
via is an official and independent source 
of information for doctors and pharma-
cists, containing information regarding 
medicines authorised in the national, mu-
tual recognition, decentralised and cen-
tralised procedures, as well as parallel 
imported medicines, information on medi-
cines, that are included in the List of state 
compensated medicines, and information 
on maximum price of medicinal products. 

In addition to the book version, an elec-
tronic edition of the Medicinal Product 
Register is prepared in a USB data carrier 
format containing summaries of product 
characteristics and package leaflets. A 
convenient information search form has 
been developed for this format. No Inter-
net connection is necessary to use this 
format in the daily work. The summa-
ries of product characteristics included 
in the electronic version of the Medicinal 
Product Register help doctors and phar-
macists to choose the most appropria-
te medicines for the patients, as well as 
to find out or clarify relevant information 
regarding the correct use of medicines, 
possible adverse reactions and other in-
formation, thus, promoting safe use of 
medicines. 

To provide information regarding trends 
in the consumption of medicines, in 2018, 
the annual statistical report on the con-
sumption of medicines in Latvia was pub-
lished. The report includes information 
regarding total turnover of medicines in 
euros, number of packages sold, distribu-
tion of the turnover according to different 
consumer groups, dispensing status, tur-
nover of medicines expressed in defined 
daily doses (DDD) per 1000 inhabitants of 
Latvia per day (DID). Information was also 
provided regarding the medicines with the 
highest sales in Latvia and further infor-
mation was provided about the market of 
medicines manufactured in Latvia. 

The guideline for good clinical practi-
ce E6 (R2) of the International Council 
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for Harmonisation of Technical Require-
ments for Pharmaceuticals for Human 
Use (ICH) in Latvian has been published 
on the website of the State Agency of Me-
dicines. Good clinical practice (GCP) is 
an international ethical and quality stan-
dard for planning and conducting clinical 
trials. GCP ensures that the standards are 
unified in the European Union, Japan, the 
United States, Canada and Switzerland 
to facilitate the mutual acceptance of cli-
nical data by the regulatory authorities in 
these jurisdictions. 

The annual report was published also in 
2018, summarising information regarding 
operation of SAM in 2017.

CAMPAIGNS AND ACTIVITIES 
ON SOCIAL MEDIA  

In 2018 the State Agency of Medicines 
organised the following informative cam-
paigns:
®	 Participated in a social media cam-

paign taking place across Europe by 
providing information not only via 
press releases, but also using anima-

tions, banners and other materials. 
Adverse drug reaction reporting ac-
tivity is insufficient in all EU Member 
States, therefore, the aim of the cam-
paign was to inform the public and 
promote reporting. The campaign 
was executed as part of a Europe-wi-
de information week regarding adver-
se drug reactions. The adverse drug 
reaction information week was cre-
ated within the Strengthening Colla-
boration for Operating Pharmacovi-
gilance in Europe (SCOPE) project in 
Europe. One of the main aims of this 
project is to increase understanding 
of national systems for reporting of 
adverse drug reactions. This social 
media campaign was also supported 
by the WHO Uppsala Monitoring Cen-
tre;

®	 European Immunization Week, provi-
ding information on the significance 
of vaccination for patients; 

®	 In 2018, the Agency supported the 
activities of European Antibiotics 
Awareness Day (on Novermber 18) 
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and World Antibiotic Awareness 
Week, drawing attention to the cor-
rect and safe use of antibiotics that 
should always be done according to 
doctor’s instructions.

In 2018, four infographics were prepa-
red to show information in a more com-
prehensible manner:  
®	 How vaccines work? 
®	 Verifications of medicines for health-

care institutions 
®	 New requirements for healthcare in-

stitutions regarding medical devices 
regulation – from 1 December 2017 

®	 Manufacturing and distribution of 
medical devices in Latvia: new requi-
rements from 1 December 2017 

Following the medicinal product re-
gulation in Europe and Latvia and eva-
luating information regarding the safe 

use of medicinal products, regular news 
updates in Latvian and English were 
published on Agency’s profiles on Face-
book, Twitter, LinkedIn and YouTube. In 
2018 also several videos on reporting of 
adverse drug reactions has been prepa-
red and disseminated and informative 
seminars has been organized that are 
now available on the YouTube channel 
of the Agency. 

EVENTS 
Last year, during the Digital Week,  

Agency’s specialists headed to different 
regions in Latvia – city and regional libra-
ries, in order to talk about the Medicinal 
Product Register of Latvia, the opportuni-
ties for searching information in the Re-
gister, as well as other issues related to 
medicines, their purchase and use. The 
Digital Week in Latvia was organized by 
the Ministry of Environmental Protection 
and Regional Development (VARAM) in 
cooperation with the Latvian Information 
and Communication Technology Associa-
tion (LIKTA). 

In collaboration with the University of 
Latvia, students from the Faculty of Che-
mistry, bachelor study program “Practical 
Analytical Chemistry” visited the Agency’s 
Medicines Examination Laboratory. The-
se future chemists had the opportunity 
to broaden their knowledge of important 
physical and chemical analytical met-
hods and learn about job prospects at the  
Agency.
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In 2018, Shadow Day took place in the 
Agency, allowing students from various 
cities in Latvia to see the daily work of a 
senior expert-analyst at the Medicines 
Examination Laboratory, thus, broadening 
their perspective on the work and career 
of a chemist. 

In 2018 the Agency also promoted in-
ternal communication and employee par-
ticipation in events organised by other 
organisations, thus, increasing employee 
understanding of common goals and a 
unified work culture, strengthening the 
sense of community at the Agency, as 
well as motivating initiatives. In order to 
promote good physical and mental hea-
lth and to strengthen the sense of com-
munity, a team of Agency’s employees 
and their family members participated in 
the Health Days for healthcare professio-

nals in Latvia organised by the Latvian 
Red Cross and supported by the Ministry 
of Health of the Republic of Latvia, Latvi-
an Medical Association and Trade Union 
of Health and Social Care Employees of 
Latvia. In 2018 Agency’s employees parti-
cipated also in the activities within the ini-
tiative “Latvia’s Health Week”. 

FEEDBACK 
Agency’s communication activities are 

not based solely on one-directional provi-
sion of information, but the Agency also 
gives the opportunity for its collabora-
tion partners, clients and employees to 
express their opinion about the quality of 
the Agency client service and provided 
services. In 2018, the Agency organised 
two surveys: 

®	 Employee survey with the objective 
of obtaining information regarding 
employee opinion on organisation of 
work and collaboration within SAM, 
job satisfaction and other important 
aspects of work that could help to 
identify priorities in motivating deve-
lopment of personnel resources; 

®	 Client survey regarding the Agency’s 
operation and services with the pur-
pose of improving the quality of client 
service and the provided services. 

In 2018, online surveys were also orga-
nized in order to get to know the opinion 
of the visitors of the Agency’s website. 
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DEVELOPMENT 
PRIORITIES OF THE 
STATE AGENCY OF 
MEDICINES IN 2019

®	 Monitor wholesaler’s remaining 
stock of medicines and ensure avai-
lability of information on Agency’s 
website;

®	 Support the Ministry of Health in 
improving normative acts in order to 
promote the affordability and availa-
bility of medicines;

®	 Take over certain functions of the 
National Health Service (NHS) in 
accordance with the order issued 
by the Ministry of Health in 2018 
“Regarding Reorganisation of State 
Institutions Under the Supervision of 
the Ministry of Health”. According to 
this order, the State Agency of Me-

dicines shall take over the following 
functions from the NHS: 

– evaluation of the costeffective-
ness of medicinal products, 
medical devices and medical 
technologies used in health-
care; 

– approve medical technologies 
used in healthcare, register the 
approved medical technologies, 
create and maintain a database 
for recording approved medical 
technologies and medical tech-
nologies reimbursed from state 
budget resources;

®	 Prepare a mid-term operational stra-
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tegy for the State Agency of Medici-
nes (2020-2023);

®	 Review the paid service pricelist 
of the State Agency of Medicines, 
including balancing of income and 
expenses related to Agency func-
tions and assessment of application 
of fee reductions, as well as intro-
duction of a new service – provision 
of scientific and regulatory advice;

®	 Implement the “Consult first” prin-
ciple. Based on a recommendation 
proposed in the client survey con-
ducted in 2018, the Agency shall 

provide more in-depth explanations 
of the requirements of normative 
acts, as well as continue to organise 
informative seminars also in 2019;

®	 Centralise the ICT record-keeping 
and resource management system;

®	 Improve SAMIS using the Agile ap-
proach;

®	 Establish a common client register;

®	 Ensure optimisation of processes 
and introduce tools for the Lean ap-
proach in the processes of Agency’s 
structural units.



53

ANNEX 1. SAM STRUCTURE
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Nr. 
p.k. Title of position

2016 2017 2018

Budget imple-
mentation

EUR

Budget imple-
mentation

EUR 

Budget  
estimate

 EUR

Budget imple-
mentation

EUR

1. Resources for covering  
expenses (income) 4 892 390 4 832 185 4 856 844 4 873 245

1.1. Paid services and other own 
income 4 892 390 4 832 185 4 856 844 4 872 465

1.2. Transfers from the State 
budget 0 0 0 780

2. Expenses (total) 6 170 476 4 109 039 6 548 610 5 610 367

2.1. Maintenance expenses 5 762 004 3 968 819 6 190 485 5 290 503

2.1.1. Regular expenses 4 119 177 3 968 819 5 115 033 4 249 498

2.2. Transfers for maintenance 
expenses 1 642 827 0 1 075 452 1 041 005

2.3. Expenses for capital  
investments 408 472 140 220 358 125 319 864

Financial balance -1 278 086 723 146 -1 691 766 737 122

Financial resources 968 620 1 691 766 1 691 766 954 644

Increasing (-) or  
decreasing (+) change in 
surplus of financial resourc-
es from paid services and 
other independent income 

1 278 086 -723 146 -737 122

ANNEX 2. BUDGET AND EXPENSES
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A REPORT BY INDEPENDENT AUDITORS
Riga

The date of the document is the date of the electronic signature on the document     
No.1/2018

To the State Agency of Medicines
Our Opinion on the Financial Report
We have conducted an audit of the State Agency of Medicines’ (hereinafter - Agency) financial report of 
2018. The attached financial report includes:
•	 Report of 31 December 2018 on the financial situation of the Agency – form No. 1 “Balance” stipu-

lated by the Cabinet of Ministers Regulation No. 1115 of 15 October 2013 “Procedure for Preparation 
of the Annual Report” (hereinafter – form),

•	 A report on the financial results of Agency operation in 2018 – form No. 4-3,
•	 A report on the changes in own capital (net assets) in 2018 – form No. 4-1. 
•	 A report on the flow of Agency’s financial resources in 2018 – form No. 2-NP, 
•	 Annexes of the financial report stipulated in Clause 4.5 of the Cabinet of Ministers of the Republic 

of Latvia Regulation No. 1115 of 15 October 2013 “Procedure for Preparation of the Annual Report”,
•	 Description of the basic principles of accounting,
•	 Explanation of the financial report.
In our opinion, the attached financial report provides a truthful and clear overview of the financial situ-
ation of the State Agency of Medicines on 31 December 2018, as well as of the financial results of its 
operation and flow of financial resources in the year concluded on 31 December 2018, in accordance 
with the requirements of the Cabinet of Ministers of the Republic of Latvia Regulation No. 1115 of 15 
October 2013 “Procedure for Preparation of the Annual Report”.

Justification of the Opinion
In accordance with the Law on Audit Services of the Republic of Latvia (“Law on Audit Services”), we 
conducted the audit in compliance with the International Standards of Supreme Audit Institutions (here-
inafter – ISSAI) recognised in the Republic of Latvia. Our responsibilities laid down by these standards 
are described below in the section Responsibility of the Auditor with Regard to the Financial Report Audit. 
We are independent from the Agency in accordance with the requirements of the Code of Ethics for 
Professional Accountants established by the International Ethics Standards Board for Accountants 
(IESBA Code) and the independency requirements included in the Law on Audit Services applicable to 
the financial report audit conducted by us in the Republic of Latvia. We have also complied with other 
professional ethical standards and requirements for impartiality laid down in the IESBA Code and the 
Law on Audit Services of the Republic of Latvia.
We are of the opinion that the evidence obtained as a result of our audit provides sufficient and appro-
priate justification of our opinion.

Reporting of Other Information
The administration of the Agency is responsible for other information. Other information is made up by 
the Administration Report that is reflected in the “Administration Report” section of the annual report 
– ZINO.
Our opinion of the financial report is not applicable to other information included in the annual report 
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and we do not provide any sort of verification for it, excluding the one indicated in the section Other 
Reporting Requirements in Accordance with the Requirements of the Legal Acts of the Republic of Latvia of 
our report.
In relation to the audit of the financial report, our responsibility is to familiarise ourselves with other 
information and, by doing so, assess whether there are no significant differences between this informa-
tion and the information in the financial report or our knowledge that we obtained during this audit, and 
whether it does not include any other substantial discrepancies.
If, based on the work conducted and the knowledge and understanding of the Agency and its operation-
al environment obtained during audit, we conclude that other information contains substantial discrep-
ancies, it is our responsibility to report such circumstances. No such circumstances that would require 
reporting have come to our attention.

Other Reporting Requirements in Accordance with the Requirements of the Legal Acts of the  
Republic of Latvia
Furthermore, in accordance with the Law on Audit Services of the Republic of Latvia, it is our responsi-
bility to provide an opinion on whether the Administration report has been prepared in accordance with 
the requirements of the Cabinet of Ministers of the Republic of Latvia Regulation No. 1115 of 15 Octo-
ber 2013 “Procedure for Preparation of the Annual Report”. 
Based only on the procedures conducted as part of our audit, we are of the opinion that: 
•	 The information provided in the Administration report on the year of review, for which the financial 

report is prepared, conforms with the financial report, and
•	 The Administration report is prepared in accordance with the requirements of the Cabinet of Minis-

ters of the Republic of Latvia Regulation No. 1115 of 15 October 2013 “Procedure for Preparation of 
the Annual Report”.

In addition, considering the knowledge and understanding of the Agency and its environment obtained 
during the audit, it is our responsibility to report, if we have identified substantial discrepancies in the 
Administration report. No such circumstances that would require reporting have come to our attention.

Responsibility of the Administration and Persons Entrusted with the Supervision of the Agency with Regard 
to the Financial Report
The administration is responsible for the preparation of a financial report that is truthful and clear in 
accordance with the requirements of the Cabinet of Ministers of the Republic of Latvia Regulation No. 
1115 of 15 October 2013 “Procedure for Preparation of the Annual Report”, as well as for the mainte-
nance of an internal control system that, in the opinion of the administration, is necessary for prepara-
tion of a financial report, which does not contain substantial discrepancies due to fraud or error.
When preparing the report, the administration is responsible for assessing the Agency’s ability to con-
tinue operation, providing information regarding circumstances related to the Agency’s ability to con-
tinue operation and application of the principle of continuing operation, unless the administration is 
planning to liquidate the Agency or discontinue its operation, or the administration has no other real 
alternative than to liquidate or discontinue the operation of the Agency.
Persons entrusted with the supervision of the Agency shall be responsible for the supervision of the 
preparation process of the Agency’s financial report.

Responsibility of the Auditor with Regard to the Financial Report Audit 
Our objective is to obtain sufficient certainty that the financial report as a whole does not contain sub-
stantial discrepancies due to error or fraud and provide an auditors’ report expressing an opinion. Suf-
ficient certainty is a high level of certainty but does not guarantee that the audit conducted in accor-
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dance with ISSAI shall always reveal substantial discrepancies if such exist. Discrepancies may arise 
due to fraud or error and they are considered substantial, if it can be justifiably considered that any of 
these discrepancies alone or all of these discrepancies together could affect economic decisions made 
by users, based on this financial report.
Upon conducting the audit in accordance with ISSAI, during the whole audit process we shall make 
professional judgements and maintain professional scepticism. We shall also:
•	 Identify and assess risks of substantial discrepancies due to fraud or error being present in the fi-

nancial report, establish and conduct auditing procedures for minimisation of such risks, as well as 
obtain audit evidence that provides sufficient and appropriate justification for our opinion. The risk 
that substantial discrepancies due to fraud will not be identified is higher than the risk that substan-
tial discrepancies due to error will not be identified, because fraud may involve secret agreements, 
falsification of documents, intentional withholding of information, fictitious reflection of information 
or violations of internal control; 

•	 Gain understanding of internal control which is important for conduct of the audit in order to estab-
lish audit procedures appropriate for the specific circumstances, but not for providing an opinion on 
the efficiency of the Agency’s internal control;

•	 Assess the compliance of applied accounting policies and validity of accounting estimations and 
relevant information supplied by the relevant administration;

•	 Draw conclusions regarding compliance with the principle of continuing operation applied by the ad-
ministration and, based on the existence or non-existence of major uncertainty with regard to events 
and circumstances that may create significant doubts regarding Agency’s ability to continue opera-
tion. If we conclude that significant uncertainty exists, the auditor report shall draw attention to the 
information regarding these circumstances provided in the financial report, or if no such information 
is provided we shall provide a modified opinion. Our conclusions are justified with audit evidence ob-
tained until the date of the auditors’ report. However, the Agency may discontinue operation depend-
ing on future events or circumstances; 

•	 Assess the overall structure and content of the financial report, including the information and expla-
nations disclosed in the annexes, and whether the financial report truthfully reflects the transactions 
and events which the financial report is based on. 

We shall contact the persons entrusted with supervision of the Agency and, among other things, shall 
provide information regarding the scope and time of the audit, as well as important audit observations, 
including significant internal control deficiencies identified during audit.

LLC “Auditorfirma Padoms”
Licence No. 68

_______________________________________________

Vaira Šķibele
Chairperson of the Board
Sworn Auditor
Certificate No. 24
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ANNEX 3. TOTAL TURNOVER OF MEDICINES IN LATVIA
(MIL EUR)






