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Acronyms and Abbreviations
The list below provides the abbreviations used throughout the report. All terms related to the
Standard Cost Model (SCM) method are described in detail in the Greek SCM ‘Manual for the
implementation of the Standard Cost Model in Greece’
AB

Administrative Burden

AC

Administrative Cost

BAU

Business As Usual

CC

Consultancy Cost

EOF

(Greek) National Organisation for Medicines

f

Frequency

IO

Information Obligation

NEB

Normally Efficient Business

OOP

Out of Pocket cost

P

Price

PA

Priority Area (in Greek SCM also referred to as ‘Sector’)

Q

Quantity
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Executive summary
This report presents the findings from the measurement of the selected information obligations in
the priority area Pharmaceuticals, together with recommendations to reduce administrative burdens.
The measurement involved interviews with businesses and experts. The information obligations
selected for Pharmaceuticals form the twelfth largest proportion of administrative costs and burdens in
this project. They represent a total administrative cost of EUR 6.24 million to businesses in
Greece. Of this, EUR 6.16 million (98.6%) has been classified as administrative burdens. The
remainder is business-as-usual cost which businesses would be likely to continue to incur if the
obligations did not exist.
Due to its size and the importance of other public policy priorities within the sector, the
pharmaceuticals priority area offers only limited opportunities for administrative burden reduction
within the project.
A move to agree between the regulatory authorities and the pharmaceutical industry the price
reference sources and algorithms for the determination of pharmaceutical prices does not appear
possible in practical terms at present. If it became possible, this would reduce administrative burdens
of price determination and re-determination by EUR 1.4 million.
The following recommendations are made as an action plan to reduce administrative costs and
burdens in the selected Pharmaceuticals obligations1:
Recommendation

Calculated reduction
in administrative costs

Calculated reduction in
administrative burdens

Price determination: adherence to
regulatory deadlines and transparency
about progress in price determination

EUR 123 975

EUR 123 975

Pharmacy store licensing: direct
applications for licences to a single
point of contact at the Prefecture

EUR 69 415

EUR 69 415

The recommendation to adhere to the regulatory deadlines for pharmaceutical price
determination and provide transparency in the price determination process would reduce the
amount of time and effort pharmaceutical companies spend re-submitting information and chasing up
their applications with the regulator.
The recommendation to direct pharmacy store licence applications to a single point of
contact at each Prefecture would remove the role of a bailiff in the application for an establishment
licence, make a single point in the Prefecture responsible for making progress with the application,
and includes the benefits of the recent law change allowing the use of a solemn statement from an
engineer about the conformity of the pharmacy to certain regulations.

1

In line with standard practice, the reduction calculations have been made individually for each
recommendation. It is therefore not possible to add together these calculated reductions to obtain an overall total
reduction because different recommendations affect the same obligations. The overall reduction obtained
depends on the sequencing of recommendations. The impact of the recommendations marked * would be
reduced by the other recommendations being implemented, and the impact of recommendations which are not
marked would be affected similarly by prior implementation of the recommendations marked *.
7
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The implementation of recommendations in the Pharmaceuticals area should be given lower
priority because of the limited opportunities for reduction and the other regulatory priorities within the
sector. We have put the administrative burden reduction in context in section 3.2.1.
The measurement covered the following selected obligations in the priority area
Pharmaceuticals:
Obligation to apply for determination of prices (pharmaceutical companies)
Obligation to apply for a permit to conduct parallel imports
Obligation to register to establish a pharmacy store
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1.

Introduction
1.1.Background

The Ministry of Administrative Reform and e-Government of the Hellenic Republic (“the
Ministry”) and the Organisation for Economic Co-operation and Development (“the OECD”) signed a
Contribution Agreement in the last quarter of 2012 for OECD to carry out this project to measure and
reduce administrative burdens in 13 key sectors of the Greek economy.
The project is expected to provide independent assessment, using the Greek modification of the
internationally-recognised Standard Cost Model (“SCM”), to help to identify shortcomings and
unnecessary administrative burdens for business in the regulatory environment that hinder the
functioning of markets, damaging long-term growth and limiting benefits to corporate and household
consumers. The SCM is a method for determining the administrative costs for business imposed by
regulation. The SCM breaks down regulation into a range of manageable components that can be
measured. The SCM neither addresses nor questions the policy objectives of each piece of regulation.
As such, the measurement and analysis focus only on the administrative activities that must be
undertaken in order to comply with regulation, not on the benefits that accrue from the legislation.
Economic recovery in any country is partly hampered by the quality of the regulatory
framework. In 2006, the European Commission estimated that administrative costs amounted to
approximately 6.8% of Greek GDP, and that a reduction of 25% in administrative costs in Greece
might yield benefits of an increase of up to 2.4% of GDP by 2025.
This report describes the situation regarding administrative costs and administrative burdens at
1 September 2013 for the Pharmaceuticals priority area. It was prepared by the OECD Secretariat in
co-operation with Capgemini Consulting Netherlands and Deloitte Business Solutions SA Greece,
and, for legal analysis, in co-operation with M & P Bernitsas Law Offices. The report gives an
overview of the measurement results of the burden in the Pharmaceuticals and makes specific
recommendations to reduce administrative burdens in this priority area.

1.2.Project approach
The project covers information obligation (IOs) stemming from different laws and regulations
grouped into 13 Sectors or priority areas (PAs):
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
11.
12.
13.

Agriculture and agricultural subsidies
Annual accounts/company law
Energy
Environment
Fisheries
Food safety
Pharmaceuticals
Public procurement
Statistics
Tax law (VAT)
Tourism
Telecommunications
Working environment/employment relations

The project uses the Greek Standard Cost Model (SCM) methodology as its basis and is
structured in the following five phases.
1.

Screening and collection of sector relevant laws and regulations
9
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2.

Qualitative scan of mapped regulations

3.

Quantitative measurement of administrative burdens selected

4.

Formulation of recommendations for redesigning/abolishing (parts of) laws and regulations

5.

Publication and exploitation

The first phase of the project concerned the screening and selection of relevant laws and
regulations by means of desk research. The result of this step was an overview of all regulations
potentially causing administrative burdens in the 13 different Priority Areas.
Based on this overview, a qualitative scan of the mapped regulations was performed in order to
identify the most likely burdensome and/or irritating areas. This scan, accompanied with additional
meetings with key stakeholders, resulted in a selection of obligations for in-depth assessment.
The final report covers in depth stages 3 and 4: the results from the work undertaken under the
quantitative measurement of administrative burdens stemming from selected laws and regulations and
the formulation of recommendations to reduce administrative burdens in the Priority Area
Pharmaceuticals.
More precisely this report contains:
•

A description of the IOs and respective laws and regulations in measurement scope for the
priority area Pharmaceuticals

•

The main findings of the measurement

•

Recommendations with quantified reduction proposals

This report does not include a detailed description of the methodology followed in the different
stages. An analysis of the measured IOs within this priority area is in Annex 1.
The words “businesses” and “companies” are used interchangeably throughout this report.
Where necessary, the term “businesses” includes sole traders and freelancers.

1.3.Methodology
The methodology used during this project is based on the ‘Manual for the implementation of the
Standard Cost Model in Greece’ A short introduction to the main characteristics of the measurement
approach is presented below.
The Standard Cost Model Manual (SCM) is a widely recognised method to calculate
administrative burdens, which has been applied in many international projects from 2002 onwards.
The model breaks down administrative costs imposed by legal acts into components that can be
assessed with reasonable accuracy. The tool is characterised by the economic approach to law-making
and regulation. Its aim is to identify all obligations arising from specific legislation, which render the
law and procedures particularly aggravating to the functioning of the market and the economy.
The methodology neither addresses nor questions the fundamental objectives of legislation.
Instead, the measurement focuses only on the administrative activities that must be undertaken in
order to comply with legislation. The scope of this measurement lies within measuring the
administrative costs for business to be compliant.
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The SCM method during this project focuses solely on the administrative costs for businesses.
Thus, administrative costs are defined as the costs incurred by businesses in meeting IOs. An IO is
defined as: “An obligation contained in legal, regulatory or other explanatory text of the public
administration and which require from the company to provide data to public authorities or third
parties, or to maintain data which can be made available to public authorities or others if requested.
Moreover, obligation which imposes the above but has been adopted by the daily administrative
practice in public services.”
Every IO has attributes that describe:
•

Content of the data required or “data requirement” (what must be provided)

•

Target group (the population that must provide it)

•

The frequency of the obligation (when it must be provided)

IOs can stem from either EU legislation or from nationally implemented laws and regulations.
This project focuses on both IOs stemming directly from EU legislation and on those stemming from
the national implementation of EU legislation.
During stage two of the project particular attention has been paid to screening and identifying of
“over-implementation” (or “gold-plating”) of an EU legal act at national level, in terms of additional
IOs or procedural requirements, amended frequency, or population (i.e. coverage) as this could lead to
an increase in administrative costs linked to the provisions of EU legislation, as well as national
measures.
The SCM method distinguishes between information that would be collected and processed by
business even in the absence of the legislation and information that is solely gathered for the purpose
of the legal obligation. The former are called “business-as usual” (BAU) costs, the latter
administrative burdens. Together, the administrative burdens and business-as-usual costs constitute
the administrative costs on businesses.
Altogether, the total administrative costs for business are assessed on the basis of the average
cost of the required administrative activity (Price) multiplied by the total number of occurrences of the
obligation performed per year (Quantity). The cost is estimated by multiplying a standard tariff
attributed to a specific employee type (base on average labour cost per hour including pro rata
overheads) with the time per action (the internal costs). Where appropriate, other types of cost such as
outsourcing/consulting costs, equipment or costs of supplies that can reasonably be attributed to an
information obligation are taken into account (the external costs). Furthermore, for this measurement,
“additional costs” (costs posted on businesses which do not stem from laws and regulations but which
are faced as part of a specific IO) are separately taken into account. The quantity is calculated as the
frequency of the required activities multiplied by the number of entities concerned. This results in the
following core equation of the SCM method:
∑
Where


P (Price) = Tariff × Time



Q (Quantity) = number of entities × frequency.

In stage 3 of the project, interviews and expert assessments were conducted to estimate the time
and other costs for businesses to comply with IOs. All results were standardised with the objective of
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providing a single estimate of what would be required for a normally efficient business to complete
each of the administrative activities in order to comply with the IO. Information on the quantity was
gathered by public servants from government sources and desk research. If no Q was available or
further work seemed necessary, an informed estimate was made by Capgemini Consulting
Netherlands and Deloitte Business Solutions SA Greece.
It should be emphasised that the goal of the standardisation is not to average the cost data
obtained through the interviews and/or expert assessments but to derive a plausible result for a
normally efficient business for each IO. The SCM method defines a normally efficient business as a
business within the target group that performs administrative activities required by the IO neither
better nor worse than may be reasonably expected.
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2.

Introduction to priority area and overview of measurement results

2.1.

Selection of IOs and respective laws and regulations

The table below provides the selection of IOs and the respective national laws and regulations
and the relevant EU legislation which were identified and examined during the previous stages of the
project and in which the selected IOs within the priority area Pharmaceuticals are contained and/or in
which they have a legal base.
Annex 1 provides a detailed description and process models of the IOs.
Table 2.1

Information Obligation

Regulatory Framework

Legislation in scope

IO 34: Obligation to register Primary national legislation:
for determination of prices
Law 96/1973 on the trade of pharmaceutical, dietetic and
cosmetic products (part concerning competent authorities
for medicinal product pricing)
Law 3984/2011on organ donation and transplantation and
other provisions (concerning pricing application fees)
Law 4213/2013 of GG A/261/9.12.13 on pricing application
fees (part concerning pricing application fees)
Secondary national legislation:
Ministerial Decision No. 57408/2013, as codified by the
Ministerial Decision 69010/18-7-2013 of GG/Β/1814/25-72013 on Provisions on pricing of medicinal products, which
has been repealed by the following ministerial decisions:
Ministerial Decision No.113429 of GG 3117/B/9.12.2013
"Provisions on pricing of medicinal products"
Ministerial Decision No.3457/2014 of GG 64/B/16.1.2014
"Provisions on pricing of medicinal products"
Ministerial Decision No. 325/5851/ΓΠ/2014 of GG
88/B/21.1.14 "Provisions on pricing of medicinal products"
Ministerial Decision No. ΓΠ/ΟΙΚ12449 of GG
256/B/7.2.2014 "Provisions on pricing of medicinal
products"
EU Legislation:
Council Directive 89/105/EEC of 21 December 1988
relating to the transparency of measures regulating the
prices of medicinal products for human use and their
inclusion in the scope of national health insurance systems
(OJEU L040/11.02.1989)
Also relevant: COM (2012) 84 final –Proposal for a
Directive of the European Parliament and the Council
relating to the transparency of measures regulating the
prices of medicinal products for human use and their
inclusion in the scope of public health insurance systems
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Information Obligation

Legislation in scope
COM (2013) 168 final-Amended Proposal for a Directive of
the European Parliament and the Council relating to the
transparency of measures regulating the prices of medicinal
products for human use and their inclusion in the scope of
public health insurance systems

IO 35: Obligation to apply Primary national legislation:
for permission to conduct
Law 4172/2013 on Regulations regarding medicinal product
parallel imports
coding and barcode registration (not directly referring to
parallel imports)
Law 1316/11-01-1983 on the Establishment of EOF
Secondary national legislation:
Legislative Decree 96/1973 on the sale of pharmaceutical
and dietetic products (not directly referring to parallel
imports);
Ministerial Decision A6/10395/31-12-1985 of GG
798/Β/31.12.1985 on Application procedures for import
permit issuance (on imports of medicinal products from
third countries and not parallel imports from EU member
states)
Ministerial Decision No. A6/4171/1987 of GG 361/B/1306-1987 on Provisions on parallel imports
Ministerial Decision 60436/2004 of GG 1191Β/03.08.2004
for the amendment of the ministerial decision No.
A6/4171/1987 on parallel imports from 8 out of 10 new
member states
Ministerial
Decision
139307/2006
of
GG
1098/B/10.08.2006 on import application fees. (It is to be
noted that this ministerial decision concerns exclusively
imports of medicinal products from third countries and not
parallel imports from EU member states)
Ministerial Decision 82161/2012 of GG82161/B/24.08.2012
Regulation of imports from pharmaceutical wholesalers”,
which was repealed by Ministerial Decision ΔΥΓ 3α 32221
of ΓΓ/Β/29.4.2013 on the transposition into the Greek legal
system of the EU Directive 2001/83 on the Community code
relating to medicinal products for human use
(L311/28.11.2001), as amended by the EU Directive
2011/62 as regards the prevention of the entry into the legal
supply
chain
of
falsified
medicinal
products
(L147/01.07.2011) and in force. (It is to be noted that both
ministerial decisions concern exclusively imports of
medicinal products from third countries and not parallel
imports from EU member states)

Circulars:

14
© OECD 2014

Information Obligation

Legislation in scope
EOF Circular 18013/04-03-2013 on import of medicinal
products from 3rd countries permit (on imports of medicinal
products from third countries and not parallel imports from
EU member states.)
EU Legislation:
Treaty of Rome, i.e. the Treaty establishing the European
Economic Community (TEEC) of 25.03.1957
Directive 2001/83/EC of the European Parliament and of the
Council of 6 November 2001 on the Community Code
relating to medicinal products for human use
(L311/67/28.11.2001)
Directive 2011/62/EU of the European Parliament and of the
Council of 8 June 2011 amending EU Directive 2001/83 on
the Community code relating to medicinal products for
human use (L311/28.11.2001), as amended by the EU
Directive 2011/62 regarding the prevention of the entry into
the legal supply chain of falsified medicinal products
(L174/74/01.07.2011). It is to be noted that both Directives
concern exclusively imports of medicinal products from
third countries and not parallel imports from EU member
states

IO 36: Obligation to register Primary national legislation:
to establish a pharmacy
Law 5607/1932 Pharmacy store establishment and operation
store
legislation
Law 1963/20-09-1991 Modification and completion of
pharmaceutical legislation and other provisions
Law 3918/2011 Pharmacy store establishment provisions
Law 4178/2013 Provisions on Urban Planning Committee
involvement in the pharmacy establishment process
Secondary national legislation:
Fire Safety Provision 13/2013 Fire safety compliance
certificate issuance of GG 1586/Β/21.6.2013.
European Legislation
Directive 2005/36/EC of the European Parliament and of the
Council of 7 September 2005 on the recognition of
professional qualifications (OJEU L255/22/30.09.2005)
Directive 2006/123/EC of the European Parliament and of
the Council of 12 December 2006 on services in the internal
market (OJEU L376/36/27.12.2006).
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2.2.

High level measurement results

The total administrative cost for the Priority Area Pharmaceuticals is EUR 6.24 million, with 1%
of this cost to be considered as business-as-usual. Therefore the administrative burden amount to
EUR 6.16 million for the Priority Area Pharmaceuticals.
The pie chart below provides the high-level findings of the measurement. It contains the
administrative cost per information obligation within this priority area.
Figure 2.1: Total identified Administrative Cost for the priority area

The most burdensome IO within this Priority Area is IO34 – “Obligation to apply for
determination of price”, representing more than 92% of the total administrative cost (it includes
IO34a, IO34b and IO34c, which represent different processes under this IO as explained in Annex 1
of this report).
The Information Obligations, as well as the laws and regulations of the Priority Area in concern
are diversified enough to cover a variety of costs within this Priority Area. They do differ in terms of
benefit for society, governance structure and/or target group. Comparing several IOs in terms of
administrative cost therefore creates a picture that must be interpreted with considerable caution. The
figure above presents the share of administrative cost per IO as part of the total administrative cost in
the Priority Area Pharmaceuticals. The unit of comparison in the figure is total administrative cost.
Furthermore, this measurement covers only a selection of all legislation relevant to the Priority
Area. Therefore, additional administrative cost and burden exist that has not been covered by the
measurement. A detailed description of the origin, process and measurement results of the IOs is
presented in Annex 1.
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3. Action Plan and Recommendations for Priority Area
Pharmaceuticals
This chapter describes the consideration of alternatives to the current situation for the IOs
measured. It makes and quantifies recommendations to simplify the current situation and reduce
administrative burdens. It also describes the suggested sequencing and prioritisation of the reduction
proposals and suggested ways to facilitate their implementation. The recommendations are explained
in detail and quantified on the basis of previous experiences and expert assessments.
The recommendations to reduce administrative burdens and costs in the priority area
Pharmaceuticals are calculated to reduce administrative costs and burdens by the following amounts:
Recommendation

Calculated reduction
in administrative costs

Calculated reduction in
administrative burdens

Price determination: adherence to
regulatory deadlines and transparency
about progress in price determination

EUR 123 975

EUR 123 975

Pharmacy store licensing: direct
applications for licences to a single
point of contact at the Prefecture

EUR 69 415

EUR 69 415

Note that adding together the individual reduction calculations for each recommendation gives an
understanding of the magnitude of the potential reduction, rather than an exact figure. In line with
standard practice, the reductions are calculated separately for each recommendation based on the costs
as measured for this project. The impact of the recommendations marked * would be reduced by the
other recommendations being implemented in advance, and the impact recommendations which are
not marked would be affected similarly by prior implementation of the unmarked recommendations.

3.1.

Identification of potential simplification and reduction options

During stage 4 of the project, potential simplification and reduction options were identified as
appropriate from the views of businesses expressed during the measurement stage, stakeholder views,
experience of other administrative burden reduction exercises, and the views of the teams of Greek
public servants involved in the project.
Potential simplification and reduction options were developed by Greek public servants on the
basis of a structured questionnaire developed by the OECD using the “IO Burden Reduction Pyramid”
which was developed by the Capgemini, Deloitte and Ramboll consortium as part of the EU project
on baseline measurement and reduction of administrative costs in 2009-10. The questionnaire asked
public servants to respond to the following prompts, in order, about each IO measured:
1. What is the policy goal of the IO?
2. Option A: Remove completely this IO in order to reduce administrative burdens
(arguments in favour, arguments against, conclusion)
3. Option B: Redesign public administration processes in this IO to reduce administrative
burdens (identify opportunities for public administration to act in a less burdensome way,
and conclude which appear most suitable)
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4. Option C: Target the IO more precisely to the policy goal (identify less burdensome ways
to meet the policy goal identified, and conclude which appear most suitable)
5. Option D: Make the IO as flexible as possible for business (identify ways to make
complying with the IO more flexible for business, and conclude which appear most
suitable)
6. Option E: Reduce the variables in the SCM equation: Population, frequency, time and
tariff (identify possible changes to each of the four variables, and conclude which appear
most suitable)
This provided a structured way to consider larger reforms ahead of smaller reforms, and ensured
that attention was not only on small changes to the variables of the SCM equation.

3.2.

Recommendations for the priority area Pharmaceuticals

Certain measures from the potential simplification and reduction measures were examined further
in order to develop a compatible set of recommendations for the project which could form a coherent
action plan for administrative burden reduction for the project. The potential measures which have
been developed into recommendations are those which appear to have the potential to make
meaningful reductions to administrative burdens or irritation factors, and which appear to be
compatible with the overall policy goals of the obligations.
The recommendations are presented individually in the remainder of this section. The background
to each recommendation is described, as well as the current situation as presented to the project and
the desired future situation which would happen if the recommendation was implemented. A list of
the relevant parts of legislation and regulation which would need to be considered for amendment is
included. This is based on the project team’s assessment of the original legal mapping done by the
Greek public servants in Stage 1 of the project, and also on additional legal analysis in order to
identify relevant provisions and compatibility with EU law. Finally, an assessment is made of the
likely reduction in administrative burdens which would result from the implementation of each
recommendation.
As is common practice in administrative burdens exercises, the reduction in administrative
burdens for each recommendation is provided independently, i.e. the reduction is calculated on the
basis of the implementation of each recommendation from the current situation, and no account is
taken of the combined effect of recommendations. This means that the total reduction in
administrative burdens which would be achieved by implementing all recommendations cannot be
calculated by simply adding together the reductions for each recommendation; further analysis would
be required once it was clear which recommendations would be implemented.
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3.2.1.

Preliminary remarks

The regulation of the pharmaceutical industry is a wide-ranging and complex issue in many
countries, and the reduction of administrative burdens is not currently a major issue for the regulation
of the industry in Greece. Controlling pharmaceutical spending is the subject of specific undertakings
in the Memorandum of Understanding on Specific Economic Policy Conditionality between Greece
and the European Commission, International Monetary Fund and European Central Bank.2 In the case
of pharmaceutical pricing, these undertakings include a quarterly downward revision of pricing.3
The National Organisation for Medicines introduced during the lifetime of this project a web
platform which is used for the digital submission of information by pharmaceutical companies in
pricing submissions, and this has now been used for a first time.
A number of Ministerial Decisions on pharmaceutical pricing and related processes were issued in
late 2013 and early 2014. We understand that these decisions have decreased the clarity for businesses
about the processes to be followed in different cases, and we urge the government to review these
decisions with the input of the pharmaceutical industry in order to improve regulatory certainty. A
lack of regulatory certainty is likely to increase administrative costs for businesses as they spend time
identifying the rules and processes which apply.
A significant part of the administrative burden for IO34a on the initial determination for the price
of a pharmaceutical product consists of the time taken in the follow-up to the submission of initial
information by the company and the challenge of an initial pricing proposal made by EOF. In theory,
it would be possible to reduce the administrative burdens in the price determination process by the
regulator and the pharmaceutical companies agreeing a common list of sources of acceptable price
information for different reference countries and the relevant formulae to calculate the ex-factory
reference prices. We calculate that establishing such common reference points could reduce the
administrative burden of price determination and price re-determination by EUR 1.4 million per year,
largely through the reduction in clarification, follow-up and challenge of price proposals. We also
understand that agreement on common reference points is unlikely in practice, and in light of these
significant doubts about the practical viability we make an observation rather than a firm
recommendation in this area.
A key driver of administrative cost for IO34b on the redetermination of pharmaceutical prices is
the frequency of price redeterminations, set in the Memorandum of Understanding as quarterly, as
noted above. In measurement, companies found this process irritating in part because of the short
timescales for response and the fact that it resulted in little or no difference to some of the prices. We
note that less frequent and/or better targeted price re-determination requirements would reduce the
administrative burdens on business, and that a pre-announced timetable would also increase certainty.
We also note that article 22, paragraph 5 of Law 4213/2013 has reduced the obligation for price
updating for medicinal products from 4 to 2 times per year. We have not included any change on this
basis pending revision of the undertakings in the Memorandum of Understanding.
The obligation to apply for permission to conduct parallel imports was included in measurement
following concerns expressed to us by some parts of the pharmaceutical industry about the operation
of the system. In measurement, we found no administrative cost because wholesalers do not apply for
permission in the absence of a clear regulatory position on the pricing mechanism for parallel imports
into Greece. This relates to wider public policy which is outside the scope of the project, rather than to
administrative burdens.

2

see Memorandum of Understanding on Specific Economic Policy Conditionality, Section 2.10.2

3

see Memorandum of Understanding on Specific Economic Policy Conditionality, Section 2.10.2.2
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3.2.2.

Price determination: adherence to regulatory deadlines and transparency about
progress in price determination

Summary of recommendation
The implementation of this recommendation is calculated to reduce administrative burdens by
EUR 123 975 and administrative costs by the same amount on a stand-alone basis.
The regulator (EOF) should adhere to the price determination deadlines set out in law of 90 days
plus the possibility for further extension of 90 days in certain circumstances. This would reduce the
amount of resubmission and follow up by pharmaceutical companies with EOF, which would reduce
their administrative costs.
The EOF web portal should make visible the progress of the application and the relevant
deadlines to provide transparent evidence, and deviations from the timeline should be justified in each
case by EOF on the portal.
IOs affected
This recommendation reduces administrative costs primarily for the following Information
Obligations:
IO 34a: Obligation to apply for determination of prices
Background and rationale
Currently, legislation states that EOF issues a price bulletin for new products 90 days after the
application has been submitted. Under specific circumstances, this deadline can be extended to up to
90 more days. In case of a significant mismatch between the price requested and the price proposed
by EOF, EOF should justify its decision, allowing the applicant to request a review of his application
and EOF’s decision.
Measurement took place before the determination of prices in February 2014. It was the common
experience of businesses interviewed that prices for new medicinal products are not published in
prices bulletins within 90 days of the application to EOF. The pharmaceutical companies which
request a price for their new products therefore needed to resubmit their file to EOF until the price
was finally approved and published in the price bulletin. The EOF web portal now allows companies
to submit information online.
If the deadlines for price bulletin issuance are observed, delays in the introduction of new
products will be eliminated. This would result in cost savings for companies who no longer have to
follow up application as well as a more predictable business environment.
We note that the deadlines of 90 days plus 90 days are included in the so-called “Transparency
Directive” (Council Directive 89/105/EC) and that the European Commission has since proposed
shorter deadlines which are still under discussion by the co-legislators.4
We recommend that EOF respects the deadlines for decisions for price determination as set out in
law. The detailed internal improvements required to respect the deadlines are a matter for EOF. As a
measure to support the respect of deadlines, we recommend that the EOF web portal is adapted to
provide information and evidence internally and externally about progress of individual price
determinations, which will allow the monitoring of progress.

4

see COM (2012) 84 final and COM (2013) 168 final
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Description of current situation
Situation at time of measurement: Companies submitted their research sheets in both paper copy
and by e-mail, which did not use the efficiency of the tabulated pricing information in the
documentation.
Since this time, EOF has introduced a web portal for price determinations, which allows
companies to load information online.
At the time of measurement there were significant delays between the application and the
determination of the price by EOF, leading to unnecessary effort on behalf of the company to chase
the application.
Description of desired situation
Companies submit their pricing info (research sheets) through the web platform, and are able to
monitor the progress of their application on-line.
Possible differences are resolved using the platform within the set time limits and with
documented evidence by both parties.
EOF respects the time limits for the determination of prices.
Legislation to be examined
On the basis of an assessment of the current situation and the legislation in scope identified, in
order for the recommendation to be implemented there needs to be a review and/or amendment and/or
consolidation and/or active enforcement of the relevant national secondary legislation taking into
account the existing obligations of EU law in this priority area.
National legislation:
Legislation

Main articles of
interest

Comments

Ministerial
Decision
No.113429
of
GG
3117/B/9.12.2013 "Provisions
on pricing of medicinal
products"

2, 3

The decision sets the procedure that
needs to be followed for the
determination of a price of a medicinal
product (both new and existing)

Ministerial
Decision
No.3457/2014
of
GG
64/B/16.1.2014 "Provisions on
pricing of medicinal products"

5,6

The decision sets the procedure that
needs to be followed for the
determination of a price of a medicinal
product (both new and existing)

Ministerial Decision No.
325/5851/ΓΠ/2014 of GG
88/B/21.1.14 "Provisions on
pricing of medicinal products"

5, 6

The decision sets the procedure that
needs to be followed for the
determination of a price of a medicinal
product (both new and existing)

European legislation:
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Council Directive 89/105/EEC of 21 December 1988 relating to the transparency of measures
regulating the prices of medicinal products for human use and their inclusion in the scope of national
health insurance systems (Art. 2 and 3)
See also COM (2012) 84 final –Proposal for a Directive of the European Parliament and the council
relating to the transparency of measures regulating the prices of medicinal products for human use and
their inclusion in the scope of public health insurance systems and COM (2013) 168 final-Amended
Proposal for a Directive of the European Parliament and the council relating to the transparency of
measures regulating the prices of medicinal products for human use and their inclusion in the scope of
public health insurance systems
Assessment of impact on administrative costs and burdens
This change would affect pharmaceutical companies submitting applications for price
determination to EOF. It includes an assessment of the savings from moving to the web platform,
which was introduced during this project.
These businesses would:





No longer be required to submit hard copy or e-mail copies of their application.
Be able to track their application online
Be certain of a price determination within the time limits set out in legislation.
No longer have to repeatedly submit applications and spend less time in follow-up and
chasing with EOF.

The recommendation is expected to reduce the overall time for IO49a by almost 3 days based on
the measurement data. The reduction concerns especially clarifications and follow up with EOF, as
well as updates on regulatory changes. Annually, the time for a normally efficient business is
expected to reduce by 17 person days.
On this basis, the reductions in administrative burdens and costs for this recommendation have
been calculated as a reduction of EUR 123 975 in administrative burdens and the same amount in
administrative costs.
Total for this recommendation
Measured relevant IOs:

Estimated future figures:

Reduction potential:

AB=EUR 504 199.33
AC=EUR 593 175.68

AB=EUR 380 224.83
AC=EUR 469 201.18

Reduction of
EUR 123 975 AB
EUR 123 975AC
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of which:

IO 34a: Obligation to apply for determination of prices
Measurement results:

Estimated future figures:

P = EUR 697.03
f= 1
Q= 851
BAU= 15%
AB=EUR 504 199.33
AC=EUR 593 175.68

P = EUR 551.35
f= 1
Q= 851
BAU= 19%
AB=EUR 380 224.83
AC=EUR 469 201.18

Potential reduction:
Reduction of 25%
(of IO 34a)

Reduction of
EUR 123 974.50 AB
EUR 123 974.50 AC
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3.2.3.

Pharmacy store licensing: direct applications for licences to a single point of contact at
the Prefecture

Summary of recommendation
The implementation of this recommendation is calculated to reduce administrative burdens by
EUR 69 415 and administrative costs by the same amount on a stand-alone basis. This includes the
benefits achieved by using a statement from a certified engineer (Law 4178/2013).
The government should introduce a single point of contact for submitting pharmacy store licence
applications at the Prefecture, make this point of contact responsible for advancing the applications,
and remove the requirement for the establishment licence to be made through a bailiff.
IOs affected
This recommendation reduces administrative costs primarily for the following Information
Obligations:
IO 36: Obligation to register to establish a pharmacy store

Background and rationale
Applications for both the establishment and operating licence are submitted by hard copy to the
relevant Authorities, which causes delays, requires front office employees on behalf of the
administration and translates into increased costs for the applicant. Also, Law 5607/1932 still requires
the submission of the establishment application and the supporting documents to be made through a
bailiff, whose fee is paid by the applicant.
The establishment licence relates to the pharmacist(s) and the operating licence to the pharmacy,
which may include more than one pharmacist. Both licences involve the Prefecture.
Although the process could in theory be moved online, this seems likely to be disproportionately
expensive given the costs involved, unless there is an opportunity for integration with an existing or
wider licensing IT system.
We therefore suggest streamlining the process by removing the role of the bailiff, allowing
payment of fees (Deposit and Loan Fund) electronically, in advance, or at the Prefecture, and the
submission of both applications to the same point of contact at the Prefecture, who should then take
responsibility for advancing the applications and respecting the timetable.
Law 4178/2013 has reduced the administrative burden in the process by providing that a
statement from a certified engineer is now sufficient to ensure that there are no structural or distance
requirement infringements. This removes from the pharmacist the waiting time for inspection and
certification by the Urban Planning Committee.
Description of situation at time of measurement
Pharmacists gather the needed documentation for the establishment licence, including the receipt
from the payment of the fee to the Deposit and Loan Fund.
The application is submitted through a state bailiff to the relevant Prefecture
An engineer certifies the documents needed for an inspection by the Urban Planning Committee
in order to acquire the compliance certificate.
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The applicant and the engineer gather the documentation required for the operating licence and
the applicant submits the application to the Prefecture
After the successful inspection by the Prefecture and the representative from the competent
Pharmacy Association, the pharmacy owner receives the licence and can commence business.
Description of desired situation
Pharmacists gather the documentation required for the establishment licence and submit the
application directly to the single point of contact at the Prefecture. Payment of the fee for the Deposit
and Loan Fund is made either electronically or on spot at the Prefecture
The single point of contact at the Prefecture has a responsibility to advance the application within
the deadlines.
An engineer certifies compliance with the regulations (distances, floor plan, etc.), as introduced
by Law 4178/2013/
The applicant and the engineer gather the documentation for the operating licence and the former
submits the application to the single point of contact at the Prefecture.
The single point of contact at the Prefecture has a responsibility to advance the application within
the deadlines.
After the successful inspection by the Prefecture and the representative from the competent
Pharmacy Association, the pharmacy owner receives the licence and can commence business.
Legislation to be examined
On the basis of an assessment of the current situation and the legislation in scope identified, in
order for the recommendation to be implemented there needs to be a review and/or amendment and/or
active enforcement of the relevant national legislation taking into account the existing obligations of
EU law in this priority area.
National legislation:
Legislation

Main articles of
interest

Law
5607/1932
on 5
Pharmacy
store
establishment and operation
legislation

Law
1963/1991
on 2,5,6,7,8
Modification
and
completion
of
pharmaceutical legislation
and other provisions

Comments
Pursuant
to article
5, the
applications for the establishment
license are only accepted if
submitted to EOF by court bailiff.
Within one month from this
submission, the pharmacist has to
submit
all
the
necessary
documentation to the competent
authorities, otherwise the application
has no effect.
These provisions set forth the
different process steps that need to
be followed for the establishment
and operation license of a pharmacy
and need to be reviewed for the
implementation of the one- stop shop.
25
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Law 4178/2013 Provisions 25
on
Urban
Planning
Committee involvement in
the pharmacy establishment
process

By virtue of this Article, a certificate
issued by an engineer suffices and
there is no need for the urban
planning authority to involved.

European legislation:
Directive 2005/36/EC of the European Parliament and of the Council of 7 September 2005 on the
recognition of professional qualifications (Preamble (under 9, 19, 24, 25, 26), article 10b and d,
articles 21, 23 and Section 7)
Directive 2006/123/EC of the European Parliament and of the Council of 12 December 2006 on
services in the internal market (Preamble (under 22).
Assessment of impact on administrative costs and burdens
This change would affect pharmacists wishing to obtain establishment and operating licences for
pharmacies.
These businesses would:





No longer be required to submit applications for an establishment licence via a bailiff
Be able to submit applications for both licences at the same point of contact in the Prefecture,
who would have responsibility for advancing the application.
Be able to make the payment for the Deposit and Loan Fund either online or at the Prefecture.
Use the statement of conformity from the engineer rather than submitting proofs of
conformity with distance and structural requirements, as envisaged by Law 4178/2013.

The estimated impact from the introduction of the above changes is an overall time reduction of 4
hours and a reduction of EUR 50 of external costs for the payment of the bailiff.
On this basis, the reductions in administrative burdens and costs for this recommendation have
been calculated as a reduction of EUR 69 415 in administrative burdens and the same amount in
administrative costs.
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Total for this recommendation
Measured relevant IOs:

Estimated future figures:

Reduction potential:

AB=EUR 483 937.44
AC=EUR 483 937.44

AB=EUR 414 522.24
AC=EUR 414 522.24

Reduction of
EUR 69 415 AB
EUR 69 415 AC

of which:

IO 36: Obligation to register to establish a pharmacy store
Measurement results:

Estimated future figures:

P = EUR 1 040.73
f= 1
Q= 465
BAU= 0%
AB=EUR 483 937.44
AC=EUR 483 937.44

P = EUR 891.45
f= 1
Q= 465
BAU= 0%
AB=EUR 414 522.24
AC=EUR 414 522.24

Potential reduction:
Reduction of 14%
(of IO 36)

Reduction of
EUR 69 415.20 AB
EUR 69 415.20 AC
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3.2.4.

Additional related opportunities to reduce administrative burdens

Reporting of financial information by pharmaceutical companies
Legislation requires pharmaceutical businesses to report sales data (quantities and prices), balance
sheet information and detailed expenditure statements annually to the Directorate of Medicines and
Pharmacies of the Ministry of Health. This is a pre-requisite to their applications being considered for
any price bulletin. Companies are also required to submit sales and inventory data on a monthly basis
to EOF as a result of EOF Circular 38263/2009. We understand from the Ministry and EOF that there
is cross-comparison between these data to check their validity. In terms of administrative costs and
burdens, double submission of information is unnecessary and the annual information submitted to the
Ministry should not include any information which is submitted monthly to EOF, and the authorities
should share this information.

3.3.

Suggested sequencing and prioritisation

The sequencing and prioritisation of these recommendations should depend on both their relative
impact and difficulty. The difficulty is best appreciated by the relevant Ministries of the
administration, which also have competing priorities.
The Pharmaceuticals priority area is the twelfth largest priority area covered by this project in
terms of the size of its administrative burdens and it affects a relatively limited number of businesses
(including sole traders/freelancers) in the economy. Therefore in relative terms within the
administrative burden reduction project, the implementation of recommendations in this area should
be accorded lower priority.
The wider regulation of the pharmaceutical sector, and in particular questions about the wider
drive to control pharmaceutical spending in Greece, appear to be of greater importance than the
reduction of administrative burdens.
Our analysis is that:
 A move to agree between the regulatory authorities and the pharmaceutical industry the
price reference sources and algorithms for the determination of pharmaceutical prices does
not appear possible in practical terms at present. If it became possible, this would reduce
administrative burdens of price determination and re-determination by EUR 1.4 million.
 In the absence of this possibility, the recommendation that EOF should adhere to price
determination timelines and make progress visible will have the highest impact in
reducing administrative burdens. It involves EOF making internal changes to meet the
deadlines so that companies have to follow-up less often, and adjusting the online platform
to provide information about progress.
 The recommendation to direct application for pharmacy licences to a single point of
contact at Prefectures will have the second highest impact in reducing administrative
burdens. It involves removing the requirement to use a bailiff for the application for the
establishment licence, making a single point in each prefecture responsible for making
progress with the establishment and operating licence applications, and making use of the
engineer’s declaration introduced by Law 4178/2013.
Government and businesses should co-operate and act jointly in order to successfully reduce
administrative burdens. The government should take the lead in abolishing and/or simplifying
regulations or practices and involve and consult sector organisations and businesses throughout the
implementation process.
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3.4.

Other issues

The following relevant issues were raised by stakeholders during the project. They are not
administrative burden reduction recommendations within the scope of this priority area, but they are
irritations to business which the government could consider addressing:


Perceived errors by the regulatory authorities in the calculation of proposed prices are seen
as a significant irritation by pharmaceutical businesses, because these result in the
companies needing to use the opportunity to challenge the proposed price, which takes
resources.
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4.

Conclusion

This report identifies the priority area pharmaceuticals as the twelfth largest of the 13 priority
areas covered by the project in terms of the total administrative costs and administrative burdens
measured. On the basis of the fieldwork, the total administrative costs were measured at
EUR 6.24 million and the total administrative burdens at EUR 6.16 million.
This is explained in part by the specialist nature of the businesses involved in the priority area, as
well as the level of regulation, and the application of EU regulation. The measurement of
administrative costs and burdens in the pharmaceuticals sector at EU level (which concentrated on
marketing authorisations and clinical trials) concluded that 99% of the administrative costs resulted
from EU legislation and only 1% from national rules.5
Due to its size and the importance of other public policy priorities within the sector, the
pharmaceuticals priority area offers only limited opportunities for administrative burden reduction
within the project.
A move to agree between the regulatory authorities and the pharmaceutical industry the price
reference sources and algorithms for the determination of pharmaceutical prices does not appear
possible in practical terms at present and can only be an observation rather than a recommendation. If
it became possible, this would reduce administrative burdens of price determination and redetermination by EUR 1.4 million.
This report therefore makes only two recommendations for administrative burden reduction
measures on pharmaceuticals6:
Recommendation

Calculated reduction
in administrative costs

Calculated reduction in
administrative burdens

Price determination: adherence to
regulatory deadlines and transparency
about progress in price determination

EUR 123 975

EUR 123 975

Pharmacy store licensing: direct
applications for licences to a single
point of contact at the Prefecture

EUR 69 415

EUR 69 415

The involvement of businesses is key to achieving the burden reduction through implementation. The
government should take the lead and also ensure that businesses and their representatives are
consulted and engaged during implementation to assure that solutions are well-designed.
5

see EU measurement exercise 2009: Final Report: Measurement data and analysis for the Pharmaceuticals
Legislation Priority Area,
http://ec.europa.eu/smart-regulation/refit/admin_burden/docs/enterprise/files/abst09_pharma_en.pdf
6

In line with standard practice, the reduction calculations have been made individually for each
recommendation. It is therefore not possible to add together these calculated reductions to obtain an overall total
reduction because different recommendations affect the same obligations. The overall reduction obtained
depends on the sequencing of recommendations. The impact of the recommendations marked * would be
reduced by the other recommendations being implemented, and the impact of recommendations which are not
marked would be affected similarly by prior implementation of the recommendations marked *.
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1. Annex 1: Analysis of information obligations and quantification of
administrative costs
This Annex provides the measurement results of the study per IO within this Priority Area. For every
IO the origins and process description are presented and the detailed measurement results are
described and analysed.
1.1.

Obligation to apply for determination of prices (IO 34)

1.1.1.

Origins and process of the information obligation (brief assessment of purposes of IO)

Figure 1.1: Process for complying with the requirement “Obligation to apply for determination
of prices”

By authorization of the legislative decree 96/1973 (Gov. Gazette 172/A/08.08.1973), the
Ministerial Decision 57408/2013 (Gov. Gazette 1446/Β/14.6.2013) was issued, which regulates the
pricing of medicinal products. In article 4 of the above Ministerial Decision it is provided that when
the Greek competent authority (hereafter also referred to as "EOF") determines the pricing of these
products, it takes into consideration the data submitted thereto by the pharmaceutical companies.
More precisely, it is provided that pharmaceutical companies must, up to 4 times per year, submit to
EOF a Research Sheet containing the prices of their medicinal products in order to update their
pricing.
When requesting a price for a new product, pharmaceutical companies need to acquire price
information from all 28 EU-countries, as specified by EOF, complete a Research Sheet for each new
product, indicating the price (retail, wholesale, hospital and ex-factory) of the product in these
countries and the asking price (calculated as the average of the 3 lowest prices in the list). Necessary
documents include the research sheet, a solemn statement and product information data, which
include:
(a) Name of the product
(b) Pharmaceutical form
(c) Content of active ingredient
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(d) Categorization by ATC
(e) Packaging sample
(f) 1st patent expiration date
(g) Name of distributor
All the above information as specified in Article 4, Paragraph 4 of the MD 57408/2013 must then
be submitted to EOF either by email or by person. In order to request a price for a new product, it
must be already approved and distributed to at least 3 countries within EU as stated in Paragraph 2,
Article 2 of the above Ministerial Decision.
Furthermore, pharmaceutical companies are requested to submit pricing information for all (or for
some categories) of their products up to four times per year as specified in Article 9, Paragraph 4 of
the MD 57408/2013 and after a specific invitation from the relevant Authority. Pharmaceutical
companies are requested to submit a complete research sheet for every product and a collective
template which includes the 3 lowest prices from 28 EU countries and the average of those.
According to the decision mentioned above, the deadlines to submit the necessary documents and
information are not specific but instead are specified by EOF on occasion.
The prices of medicinal products are then approved and published in the so called "price
bulletins" according to Article 8, Paragraph 4 of the MD 57408/2013. No more than 4 price bulletins
are issued annually. EOF issues a price bulletin for new products 90 days after the application has
been submitted. This period can be extended to up to 90 more days as mentioned in Article 10,
Paragraph 3 of the MD57408/2013. In case of a significant mismatch between the requested and the
given price, EOF should justify its decision (Article 10, Paragraph 3 of the MD57408/2013, Gov.
Gazette B1446/2013), allowing the applicant to request a review of his application and EOF’s
decision.
Additionally, as requested by the Ministerial Decision 57408/2013, Chapter 9, pharmaceutical
companies have to report sales data (quantities and values), balance sheet information and detailed
expense statements every year to the Ministry of Health as a pre-requisite to be considered for any
regular or new product price bulletin. They are also required to submit sales and inventory data on a
monthly basis to EOF (EOF Circular 38263/2009).
1.1.2.

Results from measurement and quantification

The results of this IO are classified into obligation to apply for determination of prices (34a),
obligation to apply for re-determination of prices (34b) and obligation to provide financial info for the
determination/re-determination of prices (34c).
Table 1.1

Composition of Administrative Cost and Administrative Burden (IO 34a)

Pharmaceuticals

Price (P)

Time
(in minutes)

Consulting
costs
(in EUR )

Out of pocket /
Equipment Costs
(in EUR )

P (in
EUR )

Nr of
entities /
occurrences
(q)

frequency
(f)

BAU
(%)

Total AB
(in EUR
million)

Total AC
(in EUR
million)

697

851

1

15

0.50

0.59

Obligation to apply for determination of prices (IO 34a)

Non-segmented

688

-

300
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Standardised description of the activities related to the IO 34a
The Price (P) represents the admin cost incurred by a normal efficient business to apply for one
new product, while q represents the number of new products submitted in 2012 for determination of
price7. The main employee type involved in the process is under the category “Legislators, senior
officials and managers” representing the Pricing Managers of Pharmaceutical companies.
The description of the below process addresses a normal efficient business with 5 new products
per year needed to receive a price from EOF.
1. Acquire pricing information
In order to acquire a price quote, pharmaceutical companies need to retrieve price information
(retail, wholesale, hospital and ex-factory price) for all 28 EU countries as specified in relevant
legislation. In most cases this is usually done through an internal database with parallel cross checking
through various resources on the internet. Retrieving and validating pricing information typically
takes a normal efficient firm around 60 minutes per product code, including the additional time that
needs to be vested for the updating of information until the product finally receives a price from EOF.
EOF considers every product with a unique product registry number. Therefore, each new
product as well as already marketed products with different packaging also needs to go through the
process described below.
If the application is for a new pharmaceutical product not currently in the market, Pricing
Managers or Regulatory Affair Managers initially need to seek approval from the head office and in
some cases conduct a business plan to document the requested price. The normal time vested per
product code is approximately 60 minutes. This process usually concerns multi-national
pharmaceutical companies, but some form of internal communication exists even in smaller domestic
companies.
2. Complete research sheet
Once pricing information for all countries has been retrieved and validated, Pricing Managers
complete the Research Sheet (see attached documents) for each product, indicating the price (retail,
wholesale, hospital and ex-factory) of the product in all EU 28 countries that the product is being
marketed. The asking price is then calculated as the average of the 3 lowest prices in the list.
Managers claim that there are common issues in this process relating to countries with different
currencies (e.g. fluctuation of exchange rates are sometimes distort the final ex-factory price) and
countries that do not publish this information in a common way (e.g. some of them are only
publishing wholesaler’s price that needs to be adjusted for the ex-factory price to be calculated).`
After the research sheet is completed, the legal representative of the company signs a solemn
statement, stating that the information provided is accurate and true to the best of their knowledge.
Time needed to acquire the needed info and complete the research sheet usually takes approximately
10 min per product code.

7

The Q for 2011 was 1114 and it is expected to fall due to the mandate on rationalizing health expenditure and
the increased promotion of generics
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3. Submit Application
The application is usually submitted both online (via e-mail) and by person (hard copy). Although
companies are not obliged by law to submit the information by person, they claim that is important in
order to acquire a reference number for their records, that can’t be acquired through online
submission.
Although a low level employee (clerk) can submit the application to EOF, it has been reported
that in most cases Managers themselves submit the applications in order to put some pressure on the
EOF front office employees. For a normal company, submission takes no more than 90 minutes. In
order to submit a pricing application a fee of EUR 300 per product code needs to be paid.
4. Follow up and clarifications
When the price has been determined, companies usually receive a 3 day unofficial notice, in order
to submit any objections they might have before the official release of the price bulletin. The vast
majority of the interviewees claim that errors are frequent and sometimes are indicative enough of the
large amount of information that EOF has to process in a short period of time. Also, confusion around
the different published prices (retail, hospital, ex-factory) and different ways of calculating them in
the reference countries are identified as the main causes of the aforementioned mismatches between
the requested and provided prices.
Objections therefore are very frequent and they usually involve validation of the submitted data,
gathering of supporting documents (to justify the objection) and frequent follow-ups with EOF in
order to pursuit the requested prices. One or more employees from the Pricing (or Regulatory Affairs)
department, working intensively during these 3 days, were described as the norm. Objections on the
re-issuance of prices have also been reported. A normal efficient business uses approximately 2050
min (4.3 days) in follow up and clarifications for all new products in the application.
5. Update of database and communication
When the price bulletin with the new prices has been issued, companies have to update their
database and communicate with other branches especially in countries where prices in Greece are
used as a reference to determine their own (e.g. Turkey, Brazil, and S. Korea). This activity normally
takes 10 minutes per product.
6. Training and Update on Regulations
Meetings with the Pharmaceutical Industry Association and Hellenic Pharmaceutical Association
are frequent (varying from few hours per month to regular weekly visits) and are described as useful
in order for Pricing Managers to get insight into upcoming regulatory changes in the pricing of
products. Associations’ role in this process is to disseminate any news relating to pricing and repricing. External meetings with EOF for follow ups and clarifications are also frequent and have been
described as necessary in order to be informed regarding the status of applications and put pressure on
the issuance of the price bulleting. Normally, a company would vest approximately 600 minutes (10
hours) per year on this activity, covering all new products.
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Table 1.2

Composition of Administrative Cost and Administrative Burden (IO 34b)

Pharmaceuticals

Price (P)

Time
(in minutes)

Consulting
costs
(in EUR )

Out of pocket /
Equipment Costs
(in EUR )

P (in
EUR )

Nr of
entities /
occurrences
(q)

frequency
(f)

BAU
(%)

Total AB
(in EUR
million)

Total AC
(in EUR
million)

103

12 500

4

-

5.16

5.16

Obligation to apply for re-determination of prices (IO34b)

Non-segmented

179

-

-

Standardised description of the activities related to the IO 34b
The Price (P) represents the admin cost incurred by the normal efficient business to apply for redetermination of the price of one product, while q represents the number of products currently in the
price bulletin8. The main employee type involved in the process is under the category “Legislators,
senior officials and managers” representing the Pricing Managers of Pharmaceutical companies.
The description of the below process addresses a normal efficient business with 100 products in
the price bulletins asked to provide updated info for their prices once. This process is assumed to
repeat quarterly to derive to the total admin cost of this IO.
1. Acquire pricing information
EOF requests from pharmaceutical companies to submit price information for all, or some
categories, of their products (generics, off patent, etc.) as many as 4 times per year in order to redetermine the prices. Deadlines are tight and pharmaceutical companies have no more than 15-20
days to retrieve and submit the requested information and documents. This deadline is usually
extended by 1-2 weeks, especially when re-pricing affects all products in the price bulletins. However
going through this process for all products translates to heavy workload as the number of products for
each company is usually in the hundreds range.
This process usually requires Pricing Departments working intensively in order to meet the
deadlines. In order to acquire the requested pricing information, companies have to go through the
same process in the same way as for a new product pricing application, spending around 30 min per
product code.
2. Complete research sheet
After the pricing information has been retrieved and validated, a research sheet needs to be
completed in the same way as for new product applications. A collective information sheet (provided
by EOF), tabulating the research sheet information in a more manageable way for consolidation, also
needs to be completed. Time needed to acquire the needed info and complete the information sheets
usually takes approximately 5 min per product code.
3. Submit Application
Applications are usually submitted online although it has again been reported that submissions by
Managers themselves is a common practice in order to acquire a reference number for their records,
that can’t be acquired through online submission and meet in person with EOF civil servants to guide

8

Due to the mandate to rationalize health expenditure, the Q represents the case of general re-determination of
prices by EOF
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them through the reported changes. For a normal company, submission takes no more than 90
minutes.
4. Follow up and clarifications
It has been reported, that errors and mismatches are frequent and cast additional burdens on
companies because they need to submit objections, in the same way as for new product, and
frequently visit EOF (from once per month to weekly visits) in order to monitor the status of their
applications and/or objections.
Objections are again very frequent and they usually involve validation of the submitted data,
gathering of supporting documents (to justify the objection) and frequent follow-ups with EOF in
order to pursuit the requested prices. A normal efficient business uses approximately 10 000 minutes
(20.8 days) in follow up and clarifications for all of its products in the price bulletin.
5. Update of database and communication
When the price bulletin with the updated prices has been issued an, companies have to update
their database and communicate with other branches, as in the case of a new product. This activity
usually takes 10 min per product.
6. Training and Update on Regulations
Meetings with the Pharmaceutical Industry Association and Hellenic Pharmaceutical Association
are again frequent and are described as useful in order for Pricing Managers to get insight into
upcoming regulatory changes in the pricing of products. External meetings with EOF for follow ups
and clarifications are also frequent and have been described as necessary in order to be informed
regarding the status of applications and put pressure on the issuance of the price bulleting. Normally,
a company would vest approximately 3 000 min (6.3 days) per year on this activity for all of its
products in the price bulletin.
Table 1.3

Composition of Administrative Cost and Administrative Burden (IO 34c)

Pharmaceuticals

Price (P)

Time
(in minutes)

Consulting
costs
(in EUR )

Out of pocket /
Equipment Costs
(in EUR )

P (in
EUR )

Nr of
entities /
occurrences
(q)

frequency
(f)

BAU
(%)

Total AB
(in EUR
million)

Total AC
(in EUR
million)

-

0.003

0.003

Obligation to provide financial info for the determination/re-determination of prices (IO34c)

Non-segmented

54

-

-

22

138

1

Standardised description of the activities related to the IO 34c
The Price (P) represents the admin cost incurred by the normal efficient business to submit the
necessary information to the Ministry of Health, while q represents the number of pharmaceutical
companies currently operating in Greece and thus, are obliged to comply. The main employee type
involved in the process is under the category “Professionals” representing individuals from the
Accounting Department of Pharmaceutical companies.
1. Collect and submit financial data
Legislation states that pharmaceutical companies should report financial data (Balance Sheet,
Sales and Expenses) as a pre-requisite in order to be considered for any regular or new product price
bulletin. For the normal efficient business, the submission of the relevant data is made through e-mail.
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Usually Accounting department employees retrieve the financial data and submit it to the General
Secretariat for Public Health (which falls under the authority of the Ministry of Health) every year. In
a normal efficient business, Pricing Managers are rarely involved in this process. This is not
considered to be a burdensome process as it takes no more than 60 min to complete, however,
companies are submitting information they is already submitted to EOF on a monthly basis (which is
not taken into account for this IO as this is part of another process).
Below, the most burdensome activities and main differentiation points are presented taking into
consideration all of the different processes under this IO (IO34a, IO34b and IO34c).
1.1.3.

Analysis of measurement results

The measurement results show that if this IO is completely removed, the administrative burden for the
Greek economy would be reduced by EUR 6 007 776. The administrative cost reduction if this IO is
abolished completely would amount to EUR 5 916 797.
The most burdensome activities are related to objections, follow ups and clarifications in order to
develop a common understanding with EOF on the pricing attributes. As mentioned in the interviews,
EOF maintains limited resources to effectively facilitate the applications of pharmaceutical
companies, especially for the re-determination of prices, as the amount of information that needs to be
processed is significantly high (running price bulletins include approximately 12 500 products).
Although, there are signs of EOF becoming more efficient, it is still highly burdensome for the
companies to observe significant delays in the issuing of price bulletins.
In most of the times, delays and frequent errors are increasing the time that pharmaceutical
companies invest in trying to communicate their arguments on the requested price.
Also due to the frequency of the price re-determination requests, considerable effort and cost is
required from the side of pharmaceutical companies in order to validate and submit the required data,
monitor the status of their filings and pricing requests to EOF, as well as addressing possible
mismatches in price bulletins. Again, a common practice of pharmaceutical companies is to invest
significant time for follow ups, clarifications and updates with EOF on the status of their filings. More
specifically:
o

Follow ups and clarifications relating to new product or price re-determination applications
amount to 60% and 56% of the overall time respectively for the normal efficient business. New
products seem to require more clarifications than products already in the price bulletin, as they
are new to the price issuing authority.

o

Keeping up-to-date with recent legislation changes amounts to 17% of the total time for both new
applications and price re-determinations.

o

Acquiring pricing info, completing the research sheet and updating internal databases amount to
20% of the total time for the new applications and to 25% for the re-determination of prices, as
the latter becomes more complex in terms of countries that need to be assessed.

o

Frequent price re-determination requests, require a significant amount of time and effort in order
to update and validate the pricing data that needs to be submitted as many as 4 times per year.

Every time a pharmaceutical company applies for price determination for a new product they
must pay the price determination application fee which is EUR 300 / product. This amount represents
43% of the unit cost (price) of the normal efficient business when applying for a new product.
It should be mentioned that in the case of requesting a price increase in one or more of their
products the application fee is EUR 150 per product. However, price increase requests do not appear
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to be a common practice during the last years. Therefore, the application fee of EUR 300 per product
for a normal efficient business is used.
Only a small portion of the activities related to the IO can be considered as Business as usual
(hereafter referred to as BAU) for the process related to the application of price determination of new
products. The estimation is that 15% of all activities relating to IO 34a can be considered BAU,
reflecting business planning and internal / external meetings (e.g. parent companies, Associations)
mainly focused on marketing issues and other industry related discussions.
During the measurement, no major differentiation points or a need for segmentation was
identified. However it was noticed that companies with more marketed products (or applications) are
more efficient (spend up to 50% less time per application in some cases) than the ones that need to file
applications for fewer products, which is indicative of the already developed pricing platforms that
have been incorporated into their internal pricing processes.
Main irritation points
The suggestions presented below represent the views of businesses collected through the
interviews conducted. They do not take into account the views of the OECD, the Greek authorities or
the consultants’ assessment.
o

Delays in the determination of prices
In the past 30 months no price has been approved for new products and this has been identified as
a major irritation point for pharmaceutical companies. Delays result in more time spent for
submitted data validation and have even more implications such as lay-offs, expired inventory,
inability to forecast sales, sunk and opportunity costs, etc. Introducing a new product in the
market requires a sales force and promotion expenses months before the introduction. In case of
delays, marketing and business plans need to be adjusted and often this sales force is accounted as
an unnecessary expense. Not being able to launch a product in the market and suffering delays,
translates to lost revenues.
Companies, in certain cases, are not able to market their products in time (especially new patented
products) until these products acquire a price quote from EOF and enter the reimbursement list.

o

Frequency of price re-determination requests
Frequency of price re-determination requests and time spent on addressing errors and mismatches
consume a significant amount of resources for the companies. Thus, companies need to go
through the process of retrieving and validating pricing data for the categories requested by EOF
and submit data at least every three months within short deadlines, while in many cases there is
little to no differences in some of their running prices.

o

Mismatches between requested and issued prices
Frequency of errors has been observed as the most significant irritation point, as companies have
to go through the process of objections. Sometimes prices are issued in the final price bulletin
even before objections have been examined. Pharmaceutical products are regulated goods, mainly
marketed in order to enter the reimbursement list and as a result companies are obliged to
distribute them even at lower price, until prices are settled with corrective price bulletins. The
responsible authority for corrections on a published price bulletin is the Ministry of Health.
As this has become a common issue, there is evidence of companies trying to counter balance this
with the introduction of caps to the imported quantities, until prices are settled close to the
requested price or (seldom) until when the product can be withdrawn from the market.
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o

Frequency of financial reporting
Pharmaceutical Companies need to submit financial data at the end of every year while they are
already submitting part of that information to EOF every month. More specifically sales data is
available to EOF on a monthly basis. This is considered unnecessary (although not very time
consuming) by the companies, as they feel that they are submitting information that can easily be
retrieved by EOF.
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1.2.

Obligation to apply for permission to conduct parallel imports (IO 35)

1.2.1.

Origins and process of the information obligation (brief assessment of purposes of IO)

Figure 1.2: Process for complying with the requirement “Obligations to apply for permission
to conduct parallel imports”

According to the Ministerial Decision A6/4171/1987 (Gov. Gazette 361/Β/1987) Parallel Imports
from Pharmaceutical Warehouses (Wholesalers) are permitted only if originating from EU countries.
Permits to import the said medicinal products can be granted to the importer (wholesaler of medicinal
products), following the submission of a relevant application. The permit is valid for 5 years. The
aforementioned Ministerial Decision states the required information in order to apply for the permit:
a) Product name in Greece and in country of origin
b) Name and address of the producer/distributor in Greece and the producer/distributor in the
country of origin
c) Name and address of the applicant
d) Product codes (registration numbers) in Greece and in country of origin
e) Any other relevant information such as:
a. Pharmaceutical formula
b. Pharmaceutical precautions
c. Side effects
d. Therapeutic indications
e. Administration methods
f. Qualitative and quantitative composition according to the WHO standards
f) Packaging samples
g) Patient information leaflet
In addition to the above, after the permit for parallel imports is obtained and in order for the
medicinal product to be legally marketed in Greece, a price needs to be granted, following the filing
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of the relevant application together with the product invoices to EOF, according to article 10, par. 6 of
the above Ministerial Decision 57408/2013 (Gov. Gazette B1446/2013).
After the price issuance, the applicant should arrange the packaging/re-packaging procedures by
applying for a packaging license, according to Article 6 of the MD A6/4171/1987.
1.2.2.

Results from measurement and quantification

Table 1.4

Composition of Administrative Cost and Administrative Burden for IO 35

Pharmaceuticals

Non-segmented

Price (P)

Time
(in minutes)

Consulting
costs
(in EUR)

Out of pocket /
Equipment Costs
(in EUR)

P (in
EUR)

Nr of
entities /
occurrences
(q)

1 720

5 000

-

5 992

-

frequency
(f)

BAU
(%)

Total AB
(in EUR
million)

Total AC
(in EUR
million)

1

-

-

-

Standardised description of the activities related to the IO 35
The Price (P) represents the admin cost incurred by the normal efficient business to apply for a
permission to conduct parallel imports. From the field research, it seems that during the last 5 years
there are no applications for parallel imports; therefore the above P represents an opinion from experts
in the market. The main employee type involved in the process is under the category “Legislators,
senior officials and managers” representing the Director of a Pharmaceutical warehouse.
1. Gather product information
In order to acquire an import license (valid for 5 years), wholesalers need to gather the necessary
documents per application. Although pricing needs to be granted by EOF (as specified by legislation),
there is concrete evidence that wholesalers are not willing to request a price from EOF and they would
only quote the running price bulletin that is included in the running price bulletin. At the same time,
they are reluctant to submit invoices of imported products. Gathering the rest of the necessary
documents and retrieving needed product information, including a sample of the package and the
translated (if needed) patient information leaflet normally takes 1200 minutes (2.5 days).
2. Fill and submit the application
Product information together with the relevant application, which is completed by the wholesaler,
is submitted normally in person to the competent authority (EOF) after having paid a EUR 5 000 fee.
An indicative time for the application filling and submission is 80 minutes, while submission
normally takes no more than 180 minutes (also covering more distant businesses to Athens).
It has been reported that after the expiration of the import license, wholesalers can easily renew it
with a simple application (even a solemn statement is considered sufficient).
3. Follow up and clarifications
Follow ups and visits to EOF are minimal and they normally include few phone calls to EOF that
cover no more than 80 minutes in total.
Interviewees claim that to acquire the permit it is a simple and relatively easy process. However,
currently no pharmaceutical wholesaler in Greece conducts parallel imports, as businesses have a
different opinion about the pricing mechanism that should be applied to the imported products.
1.2.3.

Analysis of measurement results
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Although information retrieval seems to be the most time consuming activity (70% of the total
time), the permit application fee seems to be the most burdensome element of the process, as there is
no evidence of a business perspective that can justify it. As a result, wholesalers are discouraged to
apply for permits to conduct parallel imports.
The BAU costs for complying with this IO represent only a marginal portion of the total time, mainly
meetings with EOF in order to also cover marketing and other business issues of the industry and are
therefore kept at 0%.
Main irritation points
The suggestions presented below represent the views of businesses collected through the
interviews conducted. They do not take into account the views of the OECD, the Greek authorities or
the consultants’ assessment.
o

There is no common perception on the pricing mechanism for parallel imported products
Parallel imports are practically frozen in Greece due to different perceived perceptions on the
pricing mechanism between EOF and wholesalers. It seems that no one has recently managed to
receive a price quote from EOF for parallel import products. Every conducted interview
concluded in the facts that although parallel imports for pharmaceutical products are allowed by
the legislation, in practice they have not become a reality due to the fact that pricing process for
imported products is neither specific nor structured.
Wholesalers also claim that parallel imports would be beneficial not only for businesses but also
for the state as they would not only increase revenues for the wholesalers and the State, but also
decrease some of the product prices, effectively assisting in reduction of the pharmaceutical
expenditures in Greece as the profit margins are higher for the wholesaler, allowing therefore for
the introduction of fair rebates.

o

Current pricing mechanism sustains elements against free competition
Due to the above, wholesalers are not requesting a price for parallel imports. The argument is
that, the essence of a wholesalers’ commercial planning is to identify opportunities of increased
profitability and this is being achieved through an internal investment that includes continuous
monitoring of product prices abroad. In that sense, they are not seem willing to provide
commercial information within their applications that will eventually become public knowledge
and attract competition. There is a common argument that businesses are not willing to unleash
critical business information and be confronted with a new price that will only be driven by the
need to conclude on the most favourable price for EOF. Proposals from the industry include the
quotation of the running price of the bulletin coupled with a rebate mechanism that will control
excessive profitability.
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1.3.

Obligation to register to establish a pharmacy store (IO 36)

1.3.1.

Origins and process of the information obligation (brief assessment of purposes of IO)

Figure 1.3: Process for complying with the requirement “Obligation to register to establish a
pharmacy store”

The process for complying with the obligations to establish a pharmacy store is based on the
requirements of the L. 1963/1991 (Government Gazette A138/1991) "modification and completion of
Pharmaceuticals and other provisions".
In the beginning of the process, the interested party shall check the running criteria for the
provision of services within the area of interest based on the requirements of the L.1963/1991 and L.
3918/ 2011(Gov. Gazette A31/2011). Thus, the first part of the process (Establishment License) is
based on the assessment of the criteria for the service provider. The interested party can either chose
to establish a pharmacy into a new location (art.1 of the L.1963/1991) or chose to co-function with an
existing pharmacy (art.7 of the L.1963/1991 and art. 36, par. 6 of the L.3918/2011)9.
The interested party is required to pay the custody fee, sign a number of solemn statements and
gather/submit the necessary documents which include:
a)
b)
c)
d)
e)
f)

Certified Copy of University Degree
Certified Copy of Professional license
Copy of ID
Criminal Record Statement
Military Status Certificate *
Certificate from Pharmacy Association *

9

In the case of co-functioning stores, partnered pharmacists need to operate under a general
partnership form with equal shares. (Ch.36, p.6, L.3918/2011)
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*Documents (e) and (f) are automatically retrieved from the prefecture without any further actions from the
applicant.

If the application concerns a new establishment, the interested party shall then complete DY45
Application Form [see Appendices] or if it concerns a co-functioning store, the DY 47 Application
Form [see Appendices]. The application together with the necessary documents is then submitted to
the relevant prefecture by a state bailiff. It must be mentioned that an establishment license concerns a
specific municipality and is not possible to apply for a different municipality.
In order to acquire a Compliance Certificate from the Urban Planning Committee, an engineer has
to certify the documents needed to apply for an inspection. These documents include:
a) Floor plan of the store that clearly indicates all dimensions of the different areas
b) Extract of town planning map of the area that indicated the location and distance of the
nearest pharmacy stores
The engineer submits the above documents to the Town Planning Committee and applies for an
inspection. The applicant facilitates the inspection and a few days later shall receive the relevant
certificate. The above step has been eliminated by a recent change in legislation (L.4178/2013 Gov.
Gazette A174/2013) that simplified the process allowing a certified engineer to sign a solemn
statement stating that there are no structural or urban planning violations.
The second part of the process is based on the assessment of the appropriateness of the location
and store facilities and concerns the application for the Pharmacy Operation License.
In order to apply for the Operation License the necessary documents are:
a)
b)
c)
d)
e)
f)

Compliance Certificate from the Town Planning Committee
Lease Contract or Certificate of Ownership from the Land Registry
Store Floor Plans (certified by an engineer)
Town Planning Map of the area (certified by an engineer)
Fire Safety Certificate
Solemn Statement from the Engineer that there are no violations

Together with the application form DY 48 [see Annexes], the applicant submits the files to the
relevant prefecture. A few days later, the applicant facilitates a final inspection from a committee
consisted of two prefecture officials and a representative from the Pharmacy Association. After the
final inspection the applicant receives the Operation License for the Pharmacy Store and is ready to
operate.
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1.3.2.

Results from measurement and quantification

Table 1.5

Composition of Administrative Cost and Administrative Burden for IO 36

Pharmaceuticals

Non-segmented

Price (P)

Time
(in minutes)

Consulting
costs
(in EUR)

Out of pocket /
Equipment Costs
(in EUR)

P (in
EUR)

Nr of
entities /
occurrences
(q)

1 897

200

56

1 041

465

frequency
(f)

BAU
(%)

Total AB
(in EUR
million)

Total AC
(in EUR
million)

1

0

0.48

0.48

Standardised description of the activities related to the IO 36
The Price (P) represents the admin cost incurred by the normal efficient business to establish a
pharmacy store, while q represents the number of applications in 2012 for the operation licence for
pharmacy stores. The main employee type involved in the process is under the category
“Professionals” as the most representative of the profiles for addressing new pharmacists wanting to
start a business.
Although there are indications that co-functioning of pharmacies is a more common way of
establishing a pharmacy (due to distance requirements for new pharmacies), the standardised values
are considered indicative for both new and co-functioning pharmacies, as the underlying process
remains the same. Furthermore, there was no evidence of significant differences in the overall costs,
as in both options the applicant seems to be in the need to submit all data requirements in order to
proceed.
1. Assessment of available options to set up
If the application is for a new pharmacy store, the interested party has to check for availability in
the municipality of his choice. The reason is that there are limited available openings for pharmacies
due to the distance requirements that the law states. Available positions can be found online at the
relevant prefecture’s website or at the relevant Pharmacy Association website. This is a simple online
check that normally takes no more than 25 minutes.
In case that the option of co-functioning will be decided, the above time is not needed, as the
applicant has already chosen its preferred partner to facilitate the new business, however it is
compensated by its familiarization with the needed pre-conditions for the chosen partner. Therefore,
for the activity ‘assessment of available options to set up a pharmacy store, 25 min were included as a
standardised value.
2. Gather documents and fill the application
Application for an establishment license requires the applicant to gather the necessary documents
(university degree, professional license and a copy of an ID document), sign a solemn statement that
he has a clean criminal record and complete the relevant application (DY45 if the application is for a
new pharmacy store or DY46 / D4710 if it concerns a co-functioning store). These activities, as well as
payment of the relevant fee to the Deposit and Loan Fund (EUR 6) normally require approximately
960 minutes (2 days).

10

Both applications seem to be in force, although D47 is the latest one.
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3. Submit the application
The applicant is obliged by law to pay a state bailiff to submit the documents to the competent
prefecture. Finding a Bailiff normally requires no more than 30 minutes, while the Bailiff’s fee (about
EUR 50) is covered by the applicant.
No delays have been reported during this step of the process and establishment licenses are
usually issued within few days. Also, Pharmacy Association doesn’t seem to be directly involved in
this step of the process.
4. Gather information on store eligibility
The applicant must have already acquired the establishment license before applying for the
operation license. Documents that need to be retrieved for the application include the lease contract or
the certificate of ownership from the Land Registry Authority, the fire safety certificate, the Urban
Planning compliance certificate (accompanied by the documents that have been submitted for its
issuance) and a solemn statement from a certified engineer that there are no violations to the setting
up of the pharmacy.
In order to acquire the compliance certificate from the Urban Planning Agency, the applicant
must pay an engineer to certify the documents needed for an inspection by the Urban Planning
Committee. Engineer’s fee is covered by the applicant and a normal fee fluctuates around EUR 200.
The documents that need to be verified and submitted are the town planning map (indicating distances
from other pharmacy stores) and floor plans of the store. Collecting the needed documents and/or
finding a certified engineer to engage normally takes around 540 minutes (9 hours).
5. Facilitate the Urban Planning inspection
After the submission of the application for inspection, there is usually a waiting time of 2 to 3
weeks until the Urban Planning Committee visits the new pharmacy. The inspection usually takes 30
min and a few days later, if no violations have been found; the applicant receives the compliance
certificate.
It should be mentioned that this part of the process has recently been amended (L. 4178/2013,
Gov. Gazette A174/2013) and a statement from a certified engineer is now sufficient to ensure that
there are no structural or distance requirement violations, relieving the pharmacist from the waiting
time to be inspected.
6. Fill and submit the application
Apart from the certificate from the Urban Inspection Committee (or the statement from the
Engineer), a fire safety certificate is issued by the Fire Service authority. In order to apply for the
certificate, the applicant needs to install the necessary equipment and submit the installation report by
person to the Fire Service Authority. The certificate is usually issued on the spot. Random inspections
from the fire safety authorities have been reported.
Although the usual cost for the equipment (which is regarded as compliancy costs and therefore
not included during this measurement) together with the report is around EUR 100 – EUR 150
depending on the equipment and the supplier, the cost for the report itself is negligible.
Collecting the needed documents usually takes no more than 120 min as most of these documents
have already been retrieved and validated for the Urban Planning compliance certificate.
These documents together with the relevant application (DY 48 - Appendices) are then submitted
to the competent Prefecture in person in order to request a final inspection. An indicative time of
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involvement for the applicant in order to submit the application and request an inspection is about 160
min.
7. Facilitate Inspection from the Prefecture
The final inspection from a committee that consists of two Prefecture employees and a
representative from the competent Pharmacy Association normally lasts 30 minutes. If no violations
are found, the operation license is issued in the next 3-4 days. In case of violations, the committee
gives recommendations and returns for another inspection a few weeks later. With the operation
license the pharmacist is ready to operate and has to commence operations within 6 months’ time.
1.3.3.

Analysis of measurement results

The measurement results show that if this IO is completely removed, both the administrative
burden and the administrative cost for the Greek economy would be reduced by EUR 483 937.
The most burdensome activities that have been identified through this measurement relate to
document collection in order to submit the application for the establishment licence and the
facilitation of the engineer’s work to produce the necessary data requirements for the application to
the Urban Planning Authority. More specifically:
o

Collection of documents needed for the establishment license application including the
payment of the fee to the Deposit and Loan Fund amount to 51% of the total time for this IO.

o

Meetings with the engineer and facilitation of his work relating to the application for the
compliance certificate from the Urban Planning Committee amounts to 28% of the total time
for this IO) – the part of it that corresponds to inspection from the Urban Planning
Committee has recently been replaces by a declaration from the engineer.

The main differentiation points that were witnessed through the measurement include:
o

The cost for hiring a Bailiff ranges between EUR 40 – EUR 80 depending on location and
required travel distance.

o

Engineer’s fee range from EUR 100 – EUR 300 depending on the involvement of the
applicant, however, there is evidence that this cost may increase marginally, as the engineer
will assume responsibility on the suitability of the installations.

o

In terms of geography, it seems that pharmacists based in Athens or other major urban centres
spend more time (about 25% more) in order to comply with this IO. The reason behind this is
that decentralised agencies in major urban centres have to process significantly more
workload on an everyday basis than the ones in smaller cities and therefore are responding
later than their counterparts in rural areas.

o

Waiting time for the facilitation of inspections can extend depending on the availability /
workload of the responsible Prefecture and it can vary between 1 week to 2 months, with
Urban Planning Authority in urban areas reproducing the most of the delays

o

During the interviews, a few cases have been identified where the operation application were
submitted by a state bailiff although this is only obligatory by law for the establishment
license.

o

In case of co-functioning, the process is driven by the fact that a pharmacy store and a
partnership have already been found, therefore only a minor percentage of the overall time is
considered as non-applicable (time to assess the availability of positions).
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Establishing a co-functioning store seems to be the preferred way to gain access to a good
neighbourhood or to a central location, in the absence of available positions for a new pharmacy.
Due to that, it is common for pharmacists to “sell their license” by agreeing with a pharmacist to
initially establish a new co-functioning store in their existing premises and within a certain period of
time retire from their own license. Prices in this case range from EUR 10 000 to EUR 100 000 and
receive full disclosure over the internet. In this case the law (Ch.36, p.6, L.3918/2011) states that as
soon as the old pharmacist retires, his/her license is revoked and the new pharmacist receives a
license to continue operations without having to apply for it.
The identified differences in the cost of the engineer or the time needed for document collection
are not perceived as significant by the interviewees. In the case of co-functioning, most of the
documentation needs to be re-produced (as most of them are more than 1 year old) and submitted to
the relevant agency.
As the scope of this measurement is the application regarding the establishment and operation of
a pharmacy store, none of the cost described above can be considered as business as usual.
Main irritation points
The suggestions presented below represent the views of businesses collected through the
interviews conducted. They do not take into account the views of the OECD, the Greek authorities or
the consultants’ assessment.
o

Gathering and submission of documents in hard copy:
Although the whole process usually extends over 1 to 3 months, pharmacists do not consider the
process as efficient as possible, as they are submitting documents in hard copy. An e-government
solution to support (if not facilitate) the process could address this irritation point, however, it
needs to be part of a larger effort to support the pharmacies’ industry in order to retain the needed
materiality.

o

Delays till the inspection from the Urban Planning Committee
Delays from the Urban Planning Agency have been reported. However this step of the process
has recently been abolished and a statement from a certified engineer is now considered
equivalent to the compliance certificate.
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Annex 2:
34

Forms: Obligation to register for determination of prices – IO

Research Sheet Template as requested by EOF
ΦΥΛΛΟ ΕΡΕΥΝΑΣ ΚΑΙ ΕΠΑΛΗΘΕΥΣΗΣ ΤΙΜΩΝ ΦΑΡΜΑΚΩΝ
ΕΤΑΙΡΕΙΑ ...............................................................

ΟΙΚΟΣ.....................................

ΠΕΡΙΓΡΑΦΗ ΦΑΡΜΑΚΟΥ .................................................................................................

ΚΩΔ.ΕΟΦ..............................................

ΧΩΡΑ ΠΡΟΕΛΕΥΣΗΣ...............................
ΚΑΤΗΓΟΡΙΑ ....................

ΔΡΑΣΤΙΚΕΣ ΟΥΣΙΕΣ....................................................................................................................................................................................................................................
ΣΤΗΛΕΣ ΠΟΥ ΣΥΜΠΛΗΡΩΝΟΝΤΑΙ ΑΠΟ ΤΗΝ ΕΤΑΙΡΕΙΑ

ΧΩΡΑ

ΟΝΟΜΑΣΙΑ - ΜΟΡΦΗ

ΤΙΜΕΣ ΠΩΛΗΣΗΣ

ΣΤΗΛΕΣ ΠΟΥ ΣΥΜΠΛΗΡΩΝΟΝΤΑΙ ΑΠΟ ΤΗΝ ΥΠΗΡΕΣΙΑ
ΤΙΜΗ
ΑΞΙΑ
EX FACTORY

ΧΟΝΔΡΙΚΗ

ΤΙΜΕΣ ΧΩΡΑΣ

Α/Α
ΣΥΣΚΕΥΑΣΙΑ ΦΑΡΜΑΚΟΥ

ΛΙΑΝΙΚΗ

ΠΡΟΣ
ΦΑΡΜΑΚΕΙΟ EX FACTORY

ΛΙΑΝΙΚΗ

ΧΟΝΔΡΙΚΗ

ΣΥΣ/ΣΙΑ
ΧΩΡΑΣ

ΕΛΛΗΝ.
ΣΥΣ/ΣΙΑ

ΣΥΝΑΛ/ΤΟΣ

ΤΙΜΗ

1 ΑΥΣΤΡΙΑ
2 ΒΕΛΓΙΟ
3 ΓΑΛΛΙΑ
4 ΓΕΡΜΑΝΙΑ
5 ΔΑΝΙΑ
6 ΙΡΛΑΝΔΙΑ
7 ΙΣΠΑΝΙΑ
8 ΙΤΑΛΙΑ
9 ΛΟΥΞΕΜΒΟΥΡΓΟ
10 Μ.ΒΡΕΤΑΝΙΑ
11 ΟΛΛΑΝΔΙΑ
12 ΠΟΡΤΟΓΑΛΙΑ
13 ΣΟΥΗΔΙΑ
14 ΦΙΝΛΑΝΔΙΑ

1 ΒΟΥΛΓΑΡΙΑ
2 ΕΣΘΟΝΙΑ
3 ΚΥΠΡΟΣ
4 ΛΕΤΟΝΙΑ
5 ΛΙΘΟΥΑΝΙΑ
6 ΜΑΛΤΑ
7 ΟΥΓΓΑΡΙΑ
8 ΠΟΛΩΝΙΑ
9 ΡΟΥΜΑΝΙΑ
10 ΣΛΟΒΑΚΙΑ
11 ΣΛΟΒΕΝΙΑ
12 ΤΣΕΧΙΑ

Δηλώνεται υπεύθυνα ότι το παραπάνω φάρμακο δεν κυκλοφορεί σε άλλη χώρα
ΙΣΧΥΟΥΣΑ ΧΟΝΔΡΙΚΗ ΤΙΜΗ............................................

και οι αναγραφόμενες τιμές είναι οι πράγματι εφαρμοζόμενες στις αντίστοιχες χώρες.

ΑΙΤΟΥΜΕΝΗ ΧΟΝΔΡΙΚΗ ΤΙΜΗ........................................
Ημερομηνία.....................

Σφραγίδα

Ο ΝΟΜΙΜΟΣ ΕΚΠΡΟΣΩΠΟΣ ΤΗΣ ΕΠΙΧΕΙΡΗΣΗΣ

(Ονοματεπώνυμο & Υπογραφή)
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Pricing Application
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List of Documents Needed for Pricing
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Annex 3:
IO 36

Forms: Obligation to register to establish a pharmacy store –

Establishment Licence Form for new pharmacy
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Establishment Licence (Co-functioning) Application Forms
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Operating Licence Application Form
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Annex 4:

Hourly rate per employee type

Employee Type
1: Legislators, senior officials and managers
2: Professionals
3: Technicians and associate professionals
4: Clerks
5: Service workers and shop and market sales workers
6: Craft and related trades workers
7: Plant and machine operators and assemblers
8: Manual workers (agricultural and fisheries)
9: Elementary occupations

Hourly Rates
(per employee type)
EUR 34.62
EUR 24.82
EUR 19.06
EUR 16.73
EUR 13.46
EUR 18.03
EUR 17.19
EUR 13.21
EUR 12.92

To calculate the total AC and AB, employee types are used. For every employee type a
standardised hourly wage rate is used. The hourly rates presented above are based on employer costs
and include a 25% overhead. They are used to calculate the administrative cost and burden for the
different IOs in scope of this measurement.
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