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Executive Summary

This paper presents the results of an independent study conducted by IPF i the
Institute for Pharmaeconomic Research T and commissioned by the European
Healthcare Distribution Association (GIRP).

The study seeks to analyse the structures, characteristics, efficiency and

performance of pharmaceutical full -line wholesalers as the main distributors of

medicinal products in Europe, also in the context of alternative distribution

systems, and to compare these findings with the results from the GIRP -IPF study

conducted in 2011. The present study attempts to highlight the different function s

and added value services offered towards supply chain partners and the public, as

well as its macroeconomic impact (input -output -integration and multiplying

effects). It also illustrates the supply -chain partnersbod satisfaction
distribution syste mstheyuse. I n order to assess stakeholdersdé s
their distribution system, two surveys were circulated: one to pharmacists in

Europebds key markets (DE, ES, FR, I T, NL and UK)
manufacturers worldwide. Results outlin e the motivation of pharmaceutical

manufacturers for selecting certain distribution models and explain which services

level pharmacists considered to be most valuable. Both gualitative and

quantitative research based on primary and secondary data was used to illustrate

the performance of the pharmaceutical full -line wholesale sector as a whole.

Due to the fact that the results of this study reflect the responses of a random
sample, the findings should be considered as a trend.

Key findings

u The pharmaceut ical distribution landscape has changed and became more
complex since the last study conducted in 2011, however pharmaceutical
full -line wholesalers still occupy a central position in the supply chain.

u Pharmaceutical full -line wholesalers ensure a safe, r apid, continuous and
cost - effective supply of medicinal products throughout Europe.

u The implementation of wholesalers right to be supplied by the
pharmaceutical industry combined with Public Service Obligations (PSO) for
wholesalers guarantees an adequate and continuously available range of
medicinal products to meet the requirements of a specific geographical
area and the delivery of the requested supplies within a very short time
frame across the entire area in question. However, the right for
pharmaceut ical full -line wholesalers to be supplied by the industry is
currently only in place in three EU countries (Belgium , France and
Germany).



u The main aspects distinguishing pharmaceutical full -line wholesalers from
other distributors in the supply chain ar e the fact that they carry the full
range of medicinal products and that they are the owners of their stocks.

u The satisfaction of pharmacists and pharmaceutical manufacturers with
their respective delivery and distribution systems varies.

u The services of fered by pharmaceutical full -line wholesalers, such as high
delivery frequency or access to and availability of the full product range,
ensure that even the most isolated patients can receive the most
specialised medicinal products in a safe and timely man ner.

u Added value services are among the key competitive advantages of the
pharmaceutical wholesaling sector. These services will be of growing
importance in the future.

u Pharmaceutical full -line wholesalers pre -finance nearly the entire medicinal
product market and secure the cash flow in the healthcare system.

u A lack of pharmaceutical full  -line wholesalers would lead to a dramatic
increase in the number of transactions between all involved actors in the
medical supply chain as well as to high additional costs for pharmacies.

u Therefore, the existence of pharmaceutical full -line wholesalers is essential

for the efficient functioning of the European healthcare sector.

Pharmaceutical Distribution in Europe

u In some countries , the pharmaceutical distribu  tion landscape has changed
over the last five years; some of the most significant changes were the
increase of direct sales or the development of new pharmaceutical
distribution models, but pharmaceutical full -line wholesalers still have a
central position in the supply chain.

u Nearly three -quarters of all medicinal products sold in Europe are
distributed through pharmaceutical full -line wholesalers. Most of the
medicinal products, namely 93.3%, distributed via this distribution channel
are sold to retail pharmacies, followed by hospital pharmacies with 5.5%
and 1.3% to drugstores or dispensing doctors.

u Pharmaceutical full -line wholesalers carry the complete assortment of
medicinal products required by pharmacies/patients in their country and
provide a wid e range of added value services to manufacturers and
pharmacies to the benefit of patients and the public.



By holding the full range of medicinal products on stock, full -line
whol esal ers ensure for example that manufacturer
event of an emergency (e.g. pandemics) are mitigated.

In the EU -26 + CH + NO in 2015, 752 pharmaceutical full -line wholesalers
operated 1,490 warehouses or operating sites, served 180,743 retail and
hospital pharmacies and dispensing doctors and supplied 520 mi llion

people with medicinal products.

More than 85% of the pharmaceutical wholesale sales to the retail market

were generated by pharmaceutical full -line wholesalers in the st
target countries ( DE, ES, FR, IT, NL, UK).  In 2016, 115 pharmaceutical full -

line wholesalers operated 637 operating sites and served 105,353

dispensing points in these countries and therefore supplying more than 336

million citizens with vital medicines.

Due to the existence of Public Service Obligations (PSO) for pharmaceu tical
full -line wholesalers in some countries, they have to handle all medicinal
products, whereas pharmaceutical short -liners and direct sales distributors
can decide to predominantly distribute specialty, high volume and high

mar gi n pr ocbeurcpicsking ai) .

In some of the observed countries, the market growth rates of the
pharmaceutical full -line wholesaling sector rise slowly . This is largely due to
the growing importance of alternative distribution systems such as Direct -
to-Pharmacy (DTP) and Reduc ed Wholesale Agreements (RWA) in the UK,

as well as the increase of direct sales in several other countries.
Increasingly, high value, high -innovation products are being distributed
through alternative  distribution channels and negatively affect
pharmaceut icalfull - i ne whol esal ers6 turnover.

Quantity restrictions and price regulations, which aim to curb

pharmaceutical expenditure, also negatively impact the pharmaceutical

whol esal er s mar gi ns and S u b s eloeu imarebding their (.
number of expir ing patents (including biopharmaceuticals) leads to a

growing number of  cheaper products on the market.

On the other hand, the remuneration for the distribution of very high priced
medicines is capped in most countries and the capped amounts are mostly
insufficient to finance and carry the risk for these medicines.

In 2015, pharmaceutical full -line wholesalers generated a total turnover of
G$141 bill i o426+ GH+tiNG.eContpared to 2010 it was a moderate
increase of 5 billion. The turnover in the key market (DE, ES, FR, IT, NL,

UK) amount s toointhedy@ar 20151 | i



A: Turnover (units) by distribution channel I retail market in DE, ES, FR, IT, NL,
UK*, 2010 & 2015

96%95% 98%97%

920593%

86% 88%
849%°°7 82%
63%63%
37%37%
16% 18%
014% 12% o
4% 5% " 7%
DE ES FR IT NL

Pharmaceutical wholesalers 2010 B Pharmaceutical wholesalers 2015

H Direct sale from Manufacturer 2010 Direct sale from Manufacturer 2015

* Currently, there are no wholesalers in the UK carrying the full range of products.

Source: QuintilesIMS 2010  -2015, IPF research 2016

Overview of the regulatory framework

u Due to a mix of pharmaceutical price -regulation mechanisms,
pharmaceutical prices differ significantly across Europe.

u Direct supply -side-conducted regula tory measures of medicine prices, such
as direct and indirect price controls, discounts and rebates, external and
internal reference pricing, fundamentally influence the profit margin of
pharmaceutical wholesalers.

u Due to the fact that the majority of EU countries have regulated wholesale
margins (with the exceptions of Denmark, Finland, the Netherlands,
Sweden, Switzerland and the UK, which have entered into private

2% 3%

UK

negotiations with manufacturers), pharmaceutical full -line wholesalers have

almost no poss ibility to control their margins.



B: Development of average wholesale margin in DE, ES, FR, IT, NL, UK, 2001 -2014

100 Index, Year 2001 = 100
95

90
85
80
75

70
65

60
2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

Source: IPF research 2015

u The index of wholesale margins has steadily decreased since 2001 from
100 to 71 over the course of t he last 15 years.

Supply chain partnersod perceptions of

u One central issue of the present study was to analyse the satisfaction of
the supply chain partners, industry and pharmacists, concerning their
pharmaceutical distribution system.

u Compared to the previous study (2011), the present study has a broader
approach and includes the perceptions and perspectives of the
pharmaceutical industry. This new dimension was included to render the
study more complete and the perspectives s urrounding the quality,
efficiency and reliability of the healthcare distribution sector more
encompassing and comprehensive.

u The pharmacist survey was circulated among pharmacists in the six key
European markets (France, Italy, Spain, the Netherlands, G ermany and the
United Kingdom)

u In the six observed countries , the large majority of the responding
pharmacists were satisfied with the distribution through pharmaceutical
full -line wholesalers.  Overall, the findings show that there is a high level of
satisfaction with pharmaceutical full -line wholesalers. These positive
responses demonstrate the importance of this distribution system to
pharmacists.



The European Pharmaceutical Wholesale Sector

C: Overall satisfaction with the distribution system

Full-line Short-line Direct deliveries from
wholesaler wholesaler* manufacturer

32%

21%

W Satisfied Neutral Dissatisfied

*in countries where short -linersdonotexist(i . e . France), we refer tfal-lpihme makelue s zlae Hmwmcesd

Source: IPF research 2016, Pharmacist survey 2016

u Similarly, 90% of pharmacists in all six target countries felt that the service
level performance of pharmaceutical full -line wh olesalers was very high.

IPF Institute for Pharmaeconomic Research X1



The European Pharmaceutical Wholesale Sector

D: Service offering I pharmaci stsd agreement
Direct deliveries from manufacturer m Short-line Wholesaler* B Fulldine Wholesaler
27%
Financial support is provided ( e.g. extended credit) 24%

55%

36%
Recall-time/Recall-service is adequate 44%

80%

41%
Cut-off time is adequate 61%

85%

36%
Minimum orders are adequate 62%

7]
o
B

56%
Range of products is adequate 52%

87%

55%

Delivery arrang s are 62%

90%

30%
Delivery time is predictable 55%

90%

29%
In-time deliveries support a good patient service 55%

91%

72%

Delivery of intact goods (good condition) is appropriate 75%

91%

50%
Order service/system is convenient 68%

92%

42%
Frequency of delivery is sufficient 63%

94%

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

*in countries whereshort -l i ners do not exist (i.e. France)-ful-wieneeWwkol esapbasmaceesdca

Source: IPF research 2016, Pharm acist survey 2016

IPF Institute for Pharmaeconomic Research XIV



u The survey of pharmaceutical companies was disseminated globally
and the results of the survey were not evaluated at the level of individual
countries.

u 60% of the respondents indicated that their companies operated on an
internationa | level, 12% of the respondents have operations on the
European level and 28% operated on the national level.

u The majority of the responding manufacturers were satisfied with their
supply chain partners.

E: Satisfaction with the distribution system

3rd Party logistics providers* +
Direct- to-pharmacy

Full-line Short-line
wholesaler wholesaler

mSatisfied Neutral Dissatisfied

rd

* Pre -wholesaling is included in 3 party logistic providers; a pre -wholesaler s an agent acting on behalf of a manufacturer and is responsible for the storage
and distribution of the manufacturerds products t o otmhnefacturerth o* @ aWwhelesaler a n-¢ pharmacéutcal full t diesvholesaler ->
public pharmacy  -> patient

Source: IPF research 2016, Manufacturer survey 2016

u Pharmaceutical manufacturers were asked to indicate their reasons and
motivations for using a certain distribution system. The most commonly
cited reasons for wusing pharmaceutical full -line wholesa lers were:

high delivery frequency

ensuring product availability

transportation function

stock - keeping function and stock security as well as the
financial function.

O O O o o



Efficiency of pharmaceutical flile wholesaling

u

To evaluate an iiency, avariatyyobceare iadichtorscassociated
with the main functions of pharmaceutical full -line wholesalers were used in
this study: the full supply and stock -keeping function; the immediate
medicines availability ~ and delivery function; the bundling fun ction (pooling
of different products in one delivery); the quality assurance function and
the financing function.

The importance of the different functions offered by the pharmaceutical

full -line wholesalers are highlighted on the basis of the core indica tors. For
example, as regards the full -supply function, pharmaceutical full -line
wholesalers carry and distribute the complete assortment of products in

range and depth to meet the needs of those with whom they have normal

business relations. The number of items on stock can range up to 100,000
different products, depending on the size of the market and the number of

products authorised to be marketed. The average number of products on

stock for the six listed countries is 57,176.

The storage and delivery of medicinal products within a framework that
ensures immediate availability is of crucial importance for patients and
their caretakers or medical professionals.

Since demand for specific medicinal products varies considerably and
according to season, pha rmaceutical full -line wholesalers manage complex
flows of medicinal products. They hold a safety stock of medicines in order

to meet unexpected peaks in normal demand patterns as well as
unforeseen events, such as pandemics, that lead to increased demand i n
medicinal products.

To guarantee short -term availability of medicinal products, pharmaceutical

full -line wholesalers have optimised their warehouse management and

offer efficient last mile delivery systems , which allow them to hold the full
range of av ailable products and to make medicines available immediately,

even in times of disruptions of supplies and unexpected demand.

The immediate availability and accessibility of vital medicines is essential in

ensuring patient adherence to medicine and treatm ent schemes. The
delivery function thus gets the right medicines to the right patients at the

right time in a safe and efficient manner.

According to the survey conducted among pharmacists in the six observed
countries , the average perceived delivery time of pharmaceutical full -line
wholesalers is 4.6 hours , with an average of 16.02 perceived deliveries per

week. These figures are based on deliveri
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regular opening hours , excluding weekends and out of business hour
deliveries, but including deliveries to pharmacies in remote areas.

u The bundling function is of high value to pharmacies, as it reduces the time
spent by an individual pharmacy on ordering, receiving and processing
invoices from the various manufacturers whose produc ts it sells. On a
weighted average, pharmaceutical full -line wholesalers pool products from
18.8 different manufacturers per delivery. This figure has increased by 0.5
from 18.3 pooled products in 2011 to 18.8 in 2015. Pharmaceutical
manufacturers are inca  pable of offering this delivery service, as they only
hold their own products on stock and their warehouses are generally
further away from pharmacies.

u  Through their bundling function, pharmaceutical full -line wholesalers create
significant  efficiencies i n the medicines supply chain. Without
pharmaceutical full -line wholesalers, the additional costs associated with

product distribution would have to be paid by manufacturers, pharmacies,
health insurance funds and ultimately, by patients.

u In the six countr ies observed, the continuous supply of medicinal products
involves more than 795.6 million ! transactions between pharmacies,
pharmaceutical full -line wholesalers and manufacturers in 2015. Without
pharmaceutical full -line wholesalers this number would incr ease
dramatically to 99.4 billion transactions per year.

F: Distribution chain with and without intermediaries

MANUFACTURERS MANUFACTURERS

o o

o) T Ce?
\.‘

s

o7 % (& S 98 w0 5% 9w W 9 5%

s

PHARMACEUTICAL FULL-UNE WHOLESALER

Y,

Y M B SR ¥, Ry S R Weiad i el
AtATATATA+AT IR tA+ At AT AT ATS
PHARMACIES PHARMACIES
Approx. 100 b illio n transactions Less than 800 m illio n transactions

Source: Gumbel 1985, IPF research 2016

! Calculation based on national pharmaceutical full -line wholesalers.



The European Pharmaceutical Wholesale Sector

u The average individual process steps in pharmacies include determining
order demand, transmittin g orders, receiving and storing deliveries, and

checking the delivery note and invoice. By ¢ omparing the process costs in
pharmacies with the different supply routes, the difference in time
expenditure and monetary cost (with respect to a single delivery) can be
shown : one direct delivery from a manufacturer to a pharmacy is ua3. 87
more expensive than one delivery from a pharmaceutical full -line
wholesaler.

u If there were no pharmaceutical full -line wholesalers, pharmacy process

costs would incr&88etOradm2037224 per year.

G: Scenario: Impact on process costs per pharmacy per year (pharmaceutical
full - line wholesalers vs. direct sales from manufacturers) in
DE, ES, FR, IT, NL, UK, 2015

£48,206  Addaional costs i direct deliveries from mardacturers smount to 255 of wholssale deleries

E 10 BOE  additeoned costs iF direct deliwares from manufectarars amount 1o 504 of wholosals daliverias

u Pharmaceutical full -line wholesalers are actively involved in ensuring
medicine safety and have established robust quality assurance systems as
defined by various regulatory requirements and standards, such as the
Good Distribution Practice Guid  elines and SO certifications.

£ 203,224 Addaional coste if direct delrveries from manufacturers amount to 100% of wholesale delimries

According to thelr
parcaptions, pharmacies are
suppbed on average 16
times per week,

If there were no pharmaceutical
full-line wholesalers, then

pharmacy process costs would
The process costs for increase from €7,590 to
pharmacies are £7.590. €£203,224 per year!

Source: EUROSTAT, Pharmacy questionnaire, IPF resear ch 2016

u Pharmaceutical full -line wholesalers assume a pre -financing function
towards manufacturers and pharmacies that is typically not offered by
other distribution models
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u Pharmaceutical full -line wholesalers finance nearly the e ntire medicinal
product market, guarantee the continuous supply of all medicinal products
and secure the cash flow of pharmacies. P harmacies depend on this
financing function for their economic sustainability; without it they are not
able to afford to stoc k their shelves with all necessary medicines and
medicinal products. Pharmacists therefore must rely on pharmaceutical full -
line wholesalers to deliver the required products just in time.

u This financing function results in pharmaceutical full -line wholes alers
permanently financing an average 411.8 bn, corr egpeiodnofli ng to
47 days.

H: Financing* DE, ES, FR, IT, NL, UK, 2015

o
o

Order Expected receipt
i f payment from
Wholesaler Payment by delivery to of payr _
urchase from wholesaler pharmacies socialinsurance  Actual receipt
i ' illi funds of payment
manufacturer  Receipt and billing

WORKING CAPITAEXL.8BN FOR 47 DAYS

PREFINANCING BY PREFINANCING BY

MANUFACTURER WHOLESALER
* As payment periods of pharmaceutical full -line wholesalers are representative for all wholesalers in
the market s observed, the pre -financing calculation is based on the figures provided by national
pharmaceutical full  -line wholesalers.

Source: IPF research 2015

u Added -value services are growing in importance, not only for the financial
sustainability of the healthcare distribution sector, but also to fulfil the
needs and demands of manufacturers, pharmacists, and patients in an
ageing society. The added -value created by pharmaceutical full -line
wholesalers offers manufactures, retail pharmacies, other healthcare
providers and ultimately patients additional benefits.

u Input -Output analysis using an extended Leonti ef-model shows that
pharmaceutical full -line wholesalers have a signif icant macroeconomic
impact. Each Euro invested in the pharmaceutical full -line wholesale sector
generates on average 02.01 in the six countries
job offered by pharmaceutical full -line  wholesalers generates 1.94

additional jobs in  the economy as a whole.



Future trends and developments in the healthcare distribution

u The economic and regulatory challenges will likely persist and increase in
the foreseeable future. Pharmaceutical full -line wholesalers will continue to
be confronted w ith growing product polarisation (a widening gap between
low and high priced products), an increase in high -value medicines on the
pharmaceutical market, a steady decline in wholesale margins, increasing
financial and administrative burdens arising not onl y from the
implementation of national and European legislation, but also from
governmental cost -cutting measures to reduce healthcare expenditures and
subsequently, increasing trends towards market consolidation.

u Pharmaceutical full -line wholesalers have  begun to offer an expanded range
of added -value services in order to complement their full product range
with a full range of services. Attesting to pharmaceutical full -line
whol esal ersé ability to innovate and to respond
flexible way, it is likely that such services will continue to grow in the future
and will take on new directions and di mensi ons

needs evolve.

u Pharmaceutical full -line wholesalers recognise that the future is digital and
are digitalisin g not only their internal operations and processes but also
their services. Digitalisation in terms of connection between pharmaceutical
full -line wholesalers and pharmacies is very well established (eg. EDI),

however connections with the industry for orde r and invoice processing still
remains at a low level (use of faxes) in several countries. It is therefore
likely that the industry and pharmaceutical full -line wholesalers will

increasingly look to digitalisation of their ordering and invoice interfaces.

u Pharmaceutical full -line wholesalers have realised that good corporate
conduct makes good business sense and are embedding social,
environmental and economic responsibility, the so -called #Atriple bottoc
l' ined of peopl e, pl anet a n dbusipessodtrategies. i nt o t hei

Corporate responsibility increases the value of the company in the long
term and promotes innovations that benefit society.

u As both the global dynamics of the healthcare distribution sector as well as
the needs and information requi rements of the healthcare stakeholders
change, collaboration and cooperation will become of increasing
importance. While such trends and tendencies have already been observed
in other sectors (such as the automotive industry), the pharmaceutical
market rem ains predominantly structured in non -interacting silos.

u In order to progress from this demarcated thinking of the past and to
capitalise on the value of the broad and diversified expertise of the supply
chain partners, pharmaceutical full -line wholesaler s are uniquely positioned
to actively engage in and drive collaborations and partnerships between all



supply chain stakeholders. Such collaborative efforts will become a priority
in the provision of better services, adhering to compliance measures that
eff ectively fulfil their intent, and in improving patient outcomes.

Conclusion:

u The effective and efficient functioning of the healthcare industry in Europe
is maintained by pharmaceutical full -line wholesalers, which fund and hold
stocks and therefore pro vide necessary working capital, especially to
pharmacies.

u Pharmaceutical full -line wholesalers help reduce transaction costs, secure a
safe, rapid and continuous supply of medicinal products and help generate
value along the pharmaceutical supply chain by providing both core and
added -value services.

u Pharmaceutical full -line wholesalers are vital and reliable partners for policy
makers:  together with  political decision -makers, pharmaceutical
manufacturers, pharmacies, other healthcare professionals, insur ers, and

patient representatives, they help to find strategies and solutions for the
current and future challenges in the European pharmaceutical and
healthcare sectors.

u As pharmaceutical full -line wholesalers struggle with an increasingly
difficult mark et and regulatory environment, consolidation will continue to
fundamentally change the structure and dynamics of the sector.

u The combined effects of growing product polarisation, the increase in high -
value medicines and the inaccessibility of these produ cts to pharmaceutical
full -line wholesalers in some countries, a steady decline in wholesale
margins, increasing regulatory burdens and continued trends towards
market consolidation, will continue to force pharmaceutical full -line
wholesalers to think outs  ide and beyond the box.



1 Introduction

The pharmaceutical wholesale sector is under pressure. The past five years have been a

period of change in the industry and industry participants have had to contend with a
wide range of competing variables. One of the key developments shaping the indus try
has been the move away from the traditional wholesale model. An increasing number of

upstream manufacturers have adopted new distribution models that involve just one or a

very limited number of wholesalers in the distribution of their branded pharmaceuticals.

Due to continuous market consolidation, the number of pharmaceutical full -line
wholesalers has decreased .

The profit mark -up in the pharmaceutical wholesale market is just within the range of 3%

to 13 % in Europe. Many of the key medicines and medicinal  products in the market place
are losing their patent protection and , as aresult , the pharmaceutical wholesale sector is
entering a crucial and defining period. The increased volume of generic products w ithin
the pharmaceutical sector is likely to reduce prices and, as a result, to reduce profit
margins within the wholesale sector.

Healthcare austerity measures combined with the effect of patent loss ha ve dampened
the growth of the pharmaceutical wh olesale market. At the same time, the
implementation of the Public Service Obligations (PSO) in some countries obligate full -
line wholesalers to permanently guarantee an adequ ate range of medicinal products to
meet the requirements of a specific geographical a rea and to deliver the supplies
requested within a very short period of time over the whole of the area in question. In a
market defined by increasing consolidation, price polarisation and increasingly
burdensome legislative obligations, pharmaceutical full -line wholesalers are faced with
growing financial pressures and challenges.

The aim the study commissioned by GIRP seeks to analyse the structures,

characteristics, efficiency and performance of pharmaceutical full -line wholesalers as the

main providers  of medicinal products , also in the context of alternative distribution

systems. The study attempts to highlight the  diff erent functions and added -value

services offered towards supply chain partners and the public as well as its
macroeconomic impact (input -output -integration and multiplying effects). The study
illustrates the supply ¢ h aithnhe gisribution systents theyausei sf.act i on
Results of two questionnaires circulated for this purpose outline pharmaceutical

manufacturers 6 mo t ifor eselecting certain distribution models and explain which
service level offered towards pharmacists is considered as valuable



2 Approach and Methodology
Purpose of the study

The aim of this study is to analyse the role and functions of the pharmaceutical fu II-line
wholesalers as the main provider of medicinal products  in comparison to alternative
distribution systems . The important role as vital link between pharmaceutical
manufacturers and pharmacies is not analysed only from an economic viewpoint. The
focu s of the present study was to illustrate the role the pharmaceutical full  -line wholesale
industry plays within the  health care system as a whole , which is not always visible to
the public and to capture the supply chain partner attitudes, mainly regarding

satisfaction, with the pharmaceutical full -line wholesalers . This study uses qualitative and
guantitative research based on primary and secondary data to illustrate the performance
of the pharmaceutical full -line wholesale sector.

Nine research questions were developed in order to prove the value of the
pharmaceutical full -line wholesaling model:

u What is the role of pharmaceutical full -line wholesalers in the European
pharmaceutical distribution sector and how can it be reflected by core indicators?

u What functions do pharmaceutical full -line wholesalers offer towards their supply
chain partners and in which way do they contribute towards their efficiency?

u What services do pharmaceutical full -line wholesalers provide and what is the
created added value fo r of the pharmaceutical supply chain and for the public?
How pharmaceutical full -line wholesalers were squeezed through regulation ?
How satisfied are  the supply -chain partners - pharmacists and manufactures -
with the distribution systems they use?

u Which s ervice level offered  towards pharmacists was considered as valuable and
how phar maci st s c|lafsestiy yo ft hmdabiered vime pliarmaceutical
full -line wholesalers ?

u What is the motivation of pharmaceutical manufacturers for selecting certain
dist ribution models ?
u What i s the pharmaceuti cal full ' ine whol esal e s

economy T how much value added and jobs are created by pharmaceutical full -
line wholesalers?

u What are the challenges faced by the pharmaceutical wholesale sector and how
could future trends affect the pharmaceutical distribution landscape?



Data source

The study considers core indicators representative  for all countries of the European
Union. Due to the fact that France, Germany, Italy, the Netherlands, Spain and the
United Kingdom (UK) represent the biggest European pharmaceutical markets; in -depth
analyses for these countries were made. Moreover, these countries are defined as key

markets in this study.

The necessary data were obtained from primary and secondary sources:

u First, two sets of online surveys were developed to obtain information about
phar maci stsdé and manufacturersd perceptions, res
carried out electronically from December 2015 to May 2016. The pharmacist
survey was circulated among pharmacists in the six key European markets
(France, Iltaly, Spain, the Netherlands, Germany and the United Kingdom),
whereas the survey of pharmaceutical companies was disseminated globally, as
pharmaceutical companies pursue global st rategies.
I The total number of manufacturers who participated in the survey was 123.
1 The collection of data  from pharmacists was carried out at the country level,
therefore data and analysis are available for each country. Due to the lack of

responses from Spain and the Netherland s, individual country results are not
available ; these have been included inthe overall analysis for all countries.
u Second, additional data was provided by the European Healthcare Distribution
Association (GIRP), consisting of GI RP & s annual report and key st
gathered from its members.
u Third, data has been sourced from Quitiles IMS.

u Further systematic literature research, which verified the empirical findings.
The following notes have to be considered when reading th e study:

u The wholesale sectorés sales are computed on a p
before discounts and without value added tax.

u The findings of the manufacturers 6 and pharmacist sé s u s vhavg to be
considered as a snap shot anfatatparteular mothentindual 6s op
time. Moreover, the results are illustrating a trend.

u The data from manufacturer and pharmacies are presented on an aggregated
level and therefore none of the statements in this report can be attributed to any

of these companie s or pharmacies individually.



3 Pharmaceutical Distribution in Europe

This chapter gives a brief overview of the European pharmaceutical distribution
landscape. First, the role of the pharmaceutical wholesale sector in the context of the
distribution sy stem is described and second, the magnitude of the pharmaceutical
wholesale sector described by turnover and market share is presented.

3.1The role of the pharmaceutical wholesale sector

The pharmaceutical distribution landscape had changed in the recent past, but
pharmaceutical full -line wholesalers still occupy a central position in the supply chain (see
a | s dDistribution profile and efficiency of the European pharmaceutical full -line
wholesaling sector 0 , | PF). Sbeld? the most significant changes were the increase
of direct sales or the development of new pharmaceutical distribution models . The
primary interest of pharmaceutical manufacturer in profiting from the efficient mo vement
of products to patients , the p ay e rirdesest to offer thes e produ cts at the lowest price

and the patientds interest in an i mmediate access

In Europe, the  majority of medicinal products reach the patient  through the traditional
distribution pathway: manufacturer A (pre -wholesaler) A pharmaceutical ful I-line
wholesaler A retail pharmacy A patient. In some cases , a pre -wholesaler is part of the
supply chain , linking the manufacturer and the pharmaceutical full -line wholesaler.

Nearly three -quarters of all medicinal products which are sold in Europe are distributed
through pharmaceutical full -line wholesalers.  Most of the medicinal products, namely
93.3 %, distributed by pharmaceutical full -line wholesalers are sold to retail pharmacies,
followed by hospital pharmacies with 5.5% and 1.3% to drugstores or dispensing
doctors , figure 1) (GIRP data 2015 ).

r
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Figure 1: Percentage of medicinal pro ducts (quantity) distributed by pharmaceutical full -

line wholesalers in DE, ES, FR, IT, NL, UK*, 201 5
Pharmaceutical full -line whol
(100%)
93,26% 5,56% 0,26% 0,92%
v A\
Retail Hospital Drugstores & Dispensing
Pharmacies Pharmacies Others doctors

* Please note that in UK no wholesaler stocks all medicinal products due to market conditions
Source: GIRP data 2015, IPF research 2016

The main aspect distinguishing pharmaceutical full -line wholesalers from other
distributors in the supply chain is the fact that they carry the full range of medicinal
products . France, Germany, Italy and Spain have national Public Service Obligations

(PSOs). The aim of these obligations is to guarantee that through a permanently
available, adequate range of medicinal products, the requirements of a specific
geographical area T no | i mitation of fil o @ iasetmetcaad reqeeatedy 0
medicinal products can be delivered immediately over the whole area in question. Under
6nor mal 6 mar k e thisis onotduatanteech(6IRP 2009).

The principle of Public Service Obligation could defend the wholesale industry against
profit cuts due to DTP schemes. DTP schemes transfer the business relationship with
pharmacists to the pharmaceutical industry, which not only gives th e pharmaceutical
manufa cturer a detailed transparency to prescribers' behaviour but also provide the
opportunity to influence retail behaviour. DTP leads to business -model switch from the
current full -line approach to a short  -line approach, where wholesalers would exclusively
distribute high -value/low -volume and low -value/high -volume medicines (IHS 2008 ).

Under the pharmaceutical full -line model, wholesalers make no difference between fast -
moving or seldom used , but equally vital medicinal products. By holding the full range of

ar eas

medicinal products on stock, full -line wholesalers ensure for exampl e

supply problems in the event of an emergency (e.g. pandemics) do not ¢ ompromise a
critical situation ( Walter et al. 2012 ).

Given their critical role, it is not surpr ising that pharmaceutical full -line wholesalers
operate under strict legal frameworks, such as the Community Code 2001/83/EC relating

to medicinal products for human use, recently updated by the Falsified Medicines
Directive - Directive 2011/62/EU i (Europ ean Parliament 2010) as well as the Good
Distribution Practice Guidelines of Medicinal Products for Human Use published in 1994.

According to the European Commission Guidelines on Good Distribution Practice of
Medicinal Products for Human Use (94C63/03) , which are currently submitted for
revision , pharmaceutical wholesale distributors must comply with regulation in the
following areas



u personnel (training, etc.) u returns (non -defective
medicinal products, recalls,
counterfeits, etc.)

u documentation (orders, procedures, u self-inspections
records)

u premises and equipment (receipt, u provisions of information to
storage, temperature) Member States in relation to

wholesale activities
u deliveries to customers

Source: European Economic Community 1994 (GDP Guidelines 94C63/03)

Figure 2: Dimensions of pharmaceutical full -line wholesaling, 201 5
EU-26* + CH + NO Key Markets**
28 Countries 6 Countries
— ~——
D
752 Wholesalers V 115 Wholesalers V)
‘v v
1,490 Operating Sites J 637 Operating Sites
PR
—v L/ —v
?
P
180,743 Dispensing Points? 553 & 105,353 Dispensing Points?
520,317,139 Inhabitants 336,429,786 Inhabitants

1)National and regional
wholesalers;
2)Pharmacies, hospital
pharmacies and dispensing
doctors

* EU-28 without Malta and
Cyprus M
** DE, ES, FR, IT, NL, UK
Source: EUROSTAT, GIRP data 2015, IPF research 2016

In the last decade, nearly all EU countries have seen merger s in the wholes ale sector and
a decline in the number of operating wholesaler companies. Figure 2 highlights the
dimension of the pharmaceutical full -line whol esalers in the EU -26 + CH + NO in 2015,
where 752 pharmaceutical ful [-line wholesalers operate 1,490 warehouses or operating
sites, serve 180,743 retail and hospital pharmacies and d ispensing doctors and supply
520 million people with m edicinal products (EUROSTAT 2015, GIRP data 2015 ).

More than 85% of the pharmaceutical retail wholesale sales were generated by ful [-line
wholesalers in the observed six ¢ ountries. In these countries 115 pharmaceutical fu Il-line
wholesalers operated 637 operating sites and served 105,353 dispensing poi nts which

supplied more than 336 million citizens (EUROSTAT 2015, GIRP data 2015 ).



752 phar maceutical
continuous and cost
products for the 2 6 countries of the European Union
and Switzerland in 2015

full -line wholesaler s ensured a safe, rapid,
-effective supply of medicines and medical
plus Norway

3.2 European pharmaceutical distribution landscape

This section
consideration in this study.

explain s the distribution system of the key European markets under
Most of the distribution systems in the European Union are

multichann el systems with full -line wholesaling, short -line wholesaling and dir ect sales
(GIRP data 2015 ).
Pharmaceutical full -line wholesalers operate on a national or regional level. In the case of

national distribution , pharmaceutical full -line wholesalers have established nationwide
distribution networks , with strategically placed warehouses. Regional wholesalers only
serve retail pharmacies, hospitals and other dispensing sites in a limited geogra

area (Walter et al. 2012 ).
Due to the fact that neither

phical

European nor national legislation  offers clear definitions or
classifications of the operators in the distribution chain, most national authorities grant a

high number of distribution licenses. As a result, a wide and diverse range of different
operators are active in the supply chain , even in markets where their activities are
theoretically prohibited (for example in France and Spain ) (GIRP 2015 ).

Table 1 gives an overview of key features of the pharmaceutical distribution systems in
the key markets obser  ved.
Table 1: Overview of key features of the pharmaceutical distribution systems in
DE, ES, FR, IT, NL, UK, 201 5
DE ES FR IT NL UK
Type of
distribution multichannel multichannel multichannel multichannel multichannel mu Itichannel
system
Full-line Full-line e
S wholesaling, Full-line Full-line Full-line wholesaling, W °esa'f‘9’
Distribution " . " . . short -line
through short -IA|ne wholesahng, wholesallng, wholesalmg, short -I‘|ne el
wholesaling, direct sales direct sales direct sales wholesaling, . !
direct sales directs ales dleueeles;
DTP, RWA
National
full -line 5 1 3 5 5 3
wholesaler
Regional
full -line 7 39 4 36 1 6
wholesaler
National PSOs Yes Yes Yes Yes No No
DTP No No No No n.a. Yes

* Currently, there are no wholesalers in the UK carrying the full range of products
receive the full range of medicinal products, due to market conditions.

Source: GIRP data 2015

as none of the operators



3.3 Market share

The market growth rates of the full -line wholesaling sector in  some observed countries
are decreasing or remain ing relatively stable due to the growing importance of
alternative distribution systems such as DTP and RWA in the UK, as well as the increase

of direct sales in many other countries . Mainly highly innovativ e products are distributed
increasingly  through alternative distribution channels and negatively af fecting the
wholesale turnover  (Thormann et al. 2007 , GIRP data 2015 ). Measured in quantity in the
six analysed countr ies between 3% and 37% were delivered d irectly (figure 3).

Quantity and price regulations , which curbing pharmaceutical expenditure, negatively
impact the t urnover of the wholesale sector mainly by reduced margins (see chapter
ARegul 3.t iAtsm 0t he increasing number of patents expiring (inc luding
biopharmaceuticals) , leading to a growing number of cheaper products.

The above mentioned market developments lead to change in pharmaceutical portfolios

of the pharmaceutical full -line wholesale model.
Due to their public service function, phar maceutical full -line wholesalers have to handle
all medicinal products, whereas pharmaceutical short -liners and direct sales distributors

can decide to predominantly distribute specialty, high volume and high margin products
( éherry picking 0) ( Gl RPGIRR2019),

In 2015, pharmaceutical full -line wholesalers generat ed b#liontnot al tur
the EU -26 + CH + NO. Compared to 2010 it was a moderate increase of 5 billion. The

turnover in the key market ( DE,ES,FR,IT,NL,LUK ) exhibits 092 dari20lbi on i n |
(GIRP data 2015).

Figure 3: Turnover (units) by distribution channel i retail market in DE, ES, FR, IT, NL,
UK* 2010 &201 5

98%97%
96%95% 929%93% e
88%
84%86% 529
63%63%
37%37%
18%
16%1 40 19% b
8% 79,
4% 5% % 20 3%
DE ES FR IT NL UK
Pharmaceutical wholesalers 2010 B Pharmaceutical wholesalers 2015
H Direct sale from Manufacturer 2010 Direct sale from Manufacturer 2015
* Currently, there are no wholesalers in the UK carry ing the full range of products

Source: IMS health 2010 -2015, IPF research 2016



In 2015 , pharmaceutical full -line wh olesaler s generated a total
turnoverof U 141 b iinlthe EW 426 + CH + NO

Inthe sixanalysedcountr i es t he enor mous thilionnvasygeneratedfby oalp 2
115 wholesale companies , which hold 637 operating sites. They guarantee the
continuou s supply of 105,353 dispensing points and for the 336 million citizens of the

observed key markets (GIRP 201 5, EUROSTAT 2015 ).



4 Overview of the regulatory framework

In  European healthcare systems expenditure s for medical goods , including
pharmaceut icals, account for 12% T 36% of total healthcare expenditures and are
therefore a major  concern for decision -make rs (OECD 2016) . On average, EU countries
devoted 8. 8% of their GDP to health spending in 201 5. Among EU Member States and
the selected cou ntries, Germany allocated the highest share to health (11. 1%), followed
by France and the Netherlands (at 11% and 1 0.8 %, respectively). The share of health
spending in GDP was lowest in Romania and Latvia at below 6% (OECD 2016) .

Pharmaceutical expenditures signif icantly differ across EU Member States and range from
6.7% of total healthcare expenditure in Denmark to 28.4 % in Greece. Among the six
selected countries, Spain has the highest percentage of total health expenditures for
pharmaceuticals (17.9%), followed by France (15%) and Germany (14.5%). The lowest
percentage is exhibited by the Netherlands (7.6%) and the UK (12.2%) (OECD 2016).

Due to a different mix of pha rmaceutical price -regulation mechanisms, pharmaceutical
prices differ signif icantly across countries. According to a European price comparison
conducted by the Institute for Pharmaeconomic Research (IPF) f or the year 2014, the ex-
factory prices indices (based on stan dard -unit ( SU) prices ; European average price  (100)
showed that Denmark (159 ) had the highest pric e index, and the = Czech Republic (56)
had the lowest (Walter et al. 2015) . The purchasing power d ifferences among European
countries were not considered in this illustr ation. The price indices of the six target
countries were 116 for Germany, 102 for France, 96 for Italy, 90 for Spain, 84 for the

Netherlands and 60 for the UK respectively .

In most co untries, wholesale remuneration is calculated according to a percentage -based
margin system. Therefore, the pharmaceutical wholesale industry is directly and

indirec tly affected by different price -regulation mechanisms. Indirectly, the wholesale

indu stry i s affected by decreases in medicine prices and cuts in pharmacy remuneration

(price d ecreases lead to lower remuneration and in many countries margins for high -
priced pro ducts are capped), and directly, it is affected by changes in the wholesale
remunerati on.

In addition to the regulation of prices and remuneration, pharmaceutical wholesalers are
significantly impacted by increased cost pressures resulting from various new legislative

and regulatory measures such as the new GDP guidelines introduced in 20 13, the
Falsified Medicines Directive (requiring batch number recording), the Delegated
Regulation on medicines verification as well as the new regulations on medical devices

and in -vitro d iagnostics, which put new obligations for product verification proc edures. It
is important to note that, on account of these measures as well as indirect and direct
price and rem uner ati on regul ati on, gai ns resulting from

productiv ity are no longer realistic.



4.1 Price regulation in the pharneatical market

Control over pharmaceutical prices is either direct or indirect. Direct controls occur
through price  determination on  the market using a specific pricing methodol ogy (e.g.
reference pricing ); indirect controls, for example, occur via the rate-of-retur n on ca pital
invested or return  -on-sales. The former scheme is in operation , albeit in different form s

and in different  pharmaceutical market segments, in the majo rity of EU member states.
The latter applies only to the UK and isreferredto as  the Pharmaceutical Price Regulation
Scheme (PPRS) (Kanavos 2001).

European countries use a  variety of reimbursement regulations. All countries have either

a positive or negative list that specifies which medicines are publicly co vered (positive
list) or a re excluded from  public coverage (negative list). Furthermore, several countries
use Cost-Benefit - Analysis or Health Technology Assessment (HTA) ? to determine whether

a medicine should be reimbursed or not. Although HTA is commonly used for new
innov ative medicines entering the market, many countries use HTA procedures for a

subset of me dicines with an added therapeuticva lue.

Health p olicies may also aim to control prices directly or indirectly . This may be done
through price freezes and cuts, mandatory d iscounts and rebates granted by
pharmaceutical manufacturers to purchasers. Payback/clawback policies aim at
preventing budget overshooting by claiming refunds from the industry once a target

budget is exceeded. Increasingly, public tendering is used to in crease price competition
and to reduce pu rchase prices . ( Carone etal.2012)

With increasing use of discounts and rebates which are often 6hidden
makers create a situation in which the surveyed list prices may provide i1 at best T only
an indication of but do not reflect actual prices paid (Vogler et al. 2012)

The most common |y used discounts and rebates are price reductions and refunds linked

to sales volume . Other types like in-kind support, price -volume and risk -sharing
agree ment s are also implemented . Usually a m ix of various type s of discounts and
rebates are used . Many of these arrangements are confidential (Vogler et al. 2012)

Discounts and rebates can be designed to be shared by all actors (pharmaceutical
companies, wholesa lers, pharmacies) in the pharmaceutical supply chain (e.g. in Spain).

In some countries , companies have the choice between price reductions or payments
back to public payers (Vogler et al. 2012), whereas in other countries pharm aceutical
companies dddrrdindhhcount sd to payers.

A multiplicity of price control variations exists. In some countries, there is a set

max imum amount for reimbursement. This is usually calculated on the basis of the actual

price of a medicine , or in relation to the prices of o ther similar medicine s on the market
(internal reference pricing ), or, by compar ing the prices of neighbouring countries
(external refe rence pricing ).

2 Including Cost -Effectiveness -Analysis, Cost -Utility -Analysis or Budget -Impact -Analysis. Cost -
Benefit - Analysis is used as synonym term for both Cost - Effectiv eness - Analysis and Cost - Utility -
Analysis.



At present, 20 EU Member States use internal reference pricing in order to set the price
to be paid by t he public payers . They do so by comparing prices of equivalent or similar
products in a chemical, pha  rmacological or therapeutic group. Internal reference pricing

is a system of determining the maximum price to be reimbursed by a third payer
("refe rence pr ice"). The patient pays the difference between the retail price and the
"reference price", in a ddition to any co -payment arrangement. The "reference price"
applies to all pharmaceuticals within the correspon ding group of products (Carone et al.
2012).



Table 2: Overview of regulation in the pharmaceutical market in the European Union

Reimbursement Regulation

Direct Price Regulatio|

Indirect Price Regulation

Medication Lists Evaluation . . Inter- ger'1erfc Regulation
Free |Ascertain . cgntrlbut . . Price national substitution of whol- legal PS{
. . .| Cost- - Price ) ions to |Reimburg Profit |Intervent . by on whole-| DTP RWA
Positive | Negative| Benefit . |Pricing**| ment of . .. |Discounty . . Price . esalers
. . .| Benefit . Negotiation reimburs| ements | Control ions . |pharmacistg ; salers
List List | Analysis| . Price Referencing margin
Analysis* ement allowed

Country
AT yes yes yes yes yes no yes yes yes no no yes yes no yes no yes yes
BE yes no yes yes no yes no no yes yes no yes yes yes yes yes n.a. n.a.
BG yes no n.a. n.a. no yes no n.a. n.a. n.a. no yes yes no yes no no no
CY yes no n.a. n.a. no yes no n.a. n.a. n.a. no yes yes n.a. n.a. n.a. n.a. n.a.
[o¥4 yes no n.a. n.a. no yes no no yes no no yes yes yes yes yes yes yes
DE no yes yes yes yes no no yes yes no no yes yes yes yes yes no n.a.
DK yes no yes yes yes no no no no no no yes yes yes no no n.a. n.a.
EE yes no n.a. n.a. no yes yes n.a. yes n.a. no yes yes yes no no no
ES no yes yes yes no yes no yes yes yes no yes yes yes yes yes no yes
FI no yes yes yes no yes no no yes no yes yes yes no yes yes no
FR yes no yes yes yes no yes yes yes yes no yes yes yes yes yes no no
GB no yes yes yes yes no no no no yes yes yes yes no no no yes yes
EL no yes yes yes no yes no no yes no yes yes yes yes yes yes n.a.
HU yes yes yes yes no no yes yes yes yes no yes yes yes yes yes yes n.a.
HR n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. no yes no no yes
IE yes no yes yes no no yes no no yes no yes yes yes no n.a. yes yes
IT yes no yes yes no no yes yes yes yes no yes yes yes yes yes no no
LT yes no n.a. n.a. no yes no n.a. yes n.a. n.a. no yes yes yes no yes yes
LU yes no yes yes no yes no n.a. n.a. n.a. n.a. no yes yes yes yes no yes
LV yes no n.a. n.a. no yes yes yes yes n.a. n.a. yes yes yes yes yes yes n.a.
MT n.a. n.a. n.a. n.a. yes no no no no no no no yes n.a. n.a. n.a. n.a. n.a.
NL yes yes yes yes no yes no n.a. yes no no yes yes no no no no no
NO n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a. yes no yes no no
PL yes no yes yes no yes yes no no no no yes yes yes yes yes yes yes
PT yes no yes yes no yes no no yes yes no yes yes yes yes yes n.a. n.a.
RO yes no n.a. n.a. no yes no n.a. n.a. n.a. n.a. yes yes yes yes yes yes yes
SE yes yes yes yes yes no no no no no no yes no yes no no yes yes
Sl yes no n.a. n.a. no yes no n.a. n.a. n.a. n.a. no yes yes yes yes no yes
SK yes no no no no yes no no yes no no yes yes yes yes yes no no

Source: Cassel & Ulrich

2014 , GIRP data 2015




International or external reference pricing

control

benefit from a legal mon
some form of externa
the UK are the only exceptions

| reference pricing (

is one commonly employed instrument to
the prices of pharmaceuticals that are protected by intellectual property rights and

opoly (in -patent medicines). Currently,
see Table 2) (Ruggeri et al. 2013).
The number of countries considered within

24 EU Member States use
Sweden and
a country

basket va ries, ranging between 4 and 24 countries. The most referenced countries are
llowed by the UK and Germany (17), Austria, Spain and Slovakia (16),
Belgiu m, Denmark, Finland, the Netherlands and Italy (15). The least referenced countries

France (19), fo

are Croatia (acceded to

the EU in July 2013

Iceland (3) and No rway (6) (Toumi et al. 2014)

Table 3 shows
determination using external reference pricing (directly influenced) in the six s
countries. As the six countries were also located in various country ba

influenced), price determination based on external reference pri

impact.

Ruggeri et al. 201 3 presents
the following example:

the

reference countr ies

the multiple relation

Germany reduces the price for a given

included

ships of external reference pri

) (5), and non -EU countries: Switzerland (2),

in the country basket for price

elected
skets (indirectly
cing has a much wider

cing using

medicine that is marketed in

all countrie s by a1; this would reduce 1d@9e thd Netherlgndsj ces by
0.0 23 in Ilreland and 04O0. 07 id im theédcoantry basket Atlsat Au st r i
includest he Netherl ands and Ilreland, prices in Austria
The cumulative (direct and indirect) impacts of a price change in Germany , ther efore,

would result in a total reduct i onedicmd intAQstrid GRuggeni t he pr
et al. 2013)

Table 3: Direct and indirect reference st

ates of the selected six cou

ntries

Directly influenced

Indirectly influenced

Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France, Germany,

France Germany, UK, Spain & Italy Greece, Hungary, Ireland, Lithuania, L uxembourg,
Latvia, Malta, the Netherlands, Portugal, Romania,
Slovenia, Slovakia & Sweden
Aqstrla, B2, €226l [REANE, Dz Croatia, Cyprus, Estonia, Germany, Hungary, Italy,
Finland, France, Greece, Ireland, Italy, the . I R X
Germany X . Liechtenstein, Lithuania, Luxembourg, Latvia, Malta,
Nethe rlands, Portugal, Spain, Sweden, Slovakia & . i’
UK Poland, Romania, Sweden & Slovenia
Austria, Belgium, Bulgaria, Cyprus, Czech Republic,
Croatia, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ire land, Lithuania, . . .
Italy Luxembourg, Latvia, Malta, the Net herlands, UtsEliiemeihi & S et
Poland, Portugal, Romania, Spain, Sweden,
Slovenia, Slovakia & UK
Austria, Croatia, Cyprus, Czech Republic, Denmark,
Estonia , Finland, Greece, Hu ngary, Ireland, Italy,
Netherlands Belgium, France, Germany & UK Lithuania, Luxe mbourg, Latvia, Malta, the Netherlands,
Poland, Portugal, Romania, Spain, Sw eden, Slovenia &
Slovakia
Austria, Belgium, Cyprus, Estonia, Finland, France, Croatia, Czech Republic, Denmark, Hungary, Ireland,
Spain Germany, Greece, Ireland, Italy, Lux embourg, the Lithuania, Luxembourg, Latvia, Poland, Romania, Spain,

Netherlands, Malta, Portugal, Slovenia & Slovakia

Sweden, Slovenia & UK

Source: Ruggeri et al

. 2013



Generic substitution refers to th e practice whereby pharmacists are induced or ma ndated
to dispense the cheapest bioequivalent medicine. This practice is mandatory in 8,
indi cative in 13 and disallowed in 5 EU Member States , as dispensing the cheapest
medicine indirectly influences the pr ofit margin of wholesa  lers and pharmacists.

Direct supply -side-conducted regulatory measures of med icine
prices, such as direct and indirect price controls, di scounts and
rebates, external and internal reference pricing, fundame ntally
influence the profit margi n.

4.2 Development of the wholesale margins

As referred to above , price changes in recent years have had a negative impact on
wh ol e s arhaggin $.6Due to the fact that the majority o f EU countries have reg ulated
wholesale margins (with the exceptions of Denmark, Finland, the Nethe rlands, Sweden
Switzerland and the UK , which have enter ed into private negotiations with manufacturers),
pharm aceutical full -line wholesalers have almost no  possibility to control their margins. In
addition thereto,  they cannot infl uence the demand of medicinal products or their prices,

as these are mostly regulated by the national a uthorities . In the EU, the a verage
wholesale margins  for the total retail mar ket range from 3% in Sweden to 13% in
Luxemburg, measured as a percentage mark -up of the manufactu ring price (IPF Survey,
2015) .

Figure 4: Overviewof Whol esal ersd Remuneration Model s

Fixed % based Regressive % Mixed fee and %  Fee for service
model based model based model model
« no % decline in price « % declines in price « Fixed amount and % « Who is the client?
bands bands based amount per pack » Manufacturer
+ no absolute maximum » Most models are limited | « Better coverage of fixed » Pharmacy
by an absolute maximum costs > Payer
SO0 we (89 S+
— vV |- . w -
Greece Treland Italy Austria Bulgaria Czech Republic| Belgium  Germany  portugal Denmark  Finland  Netherlands
& [“ >] é ‘ ’ # Al 4
W & (¥ UV w </ \w W
Poland Spain United Estonia France Hungary .
Kingdom* A Slovenia Norway Sweden  Switzerland
w () .
\ 4 ==
Latvia  |jthyania  Romania A4y
United
e Kingdom*

Slovakia

*UK: PPRS, however, most branded medicines are distributed through Reduced Wholesale Arrangements (RWA)-em@iretdcy (DTP)



Source: GIRP 2016

Pharmaceutical full -line wholesaling has a  B2B (business to business) function , meaning
that wholesalers not only suffer from the reduction of their own margin , but also feel the
knock -on effect of a reduction in the pharmacy margin  or a reduction in the prices of

m edicinal product s.
Figure 5: Development of average wholesale margin in D E, ES, FR, IT, NL, UK, 2001 -2014

100 Index, Year 2001 = 100

95
90
85
80
75

70
65

60
2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

Source: IPF research 2015

The index of wholesale margin s has steadily decreased since 2001 from 100t o 71 during
last 15 years

Both direct and indirect measures have led to an average
redu ction of 29.3% in the w holesaler mark -up since 2001. T his
means, for exampl e, t haktupafl®Whin2004s a
will have decrea sedto 10.6 % in 2014.

Despite decreasing margins, pharmaceutical full -line wholesalers have continuously

expanded their service offer and quality guarantee. With the introduction of Public Service

Obligations (PSO) ins ome countries, pharmaceutical full -line whol esalers safeguard "public
responsibility"  towards governments. Such oblig ations , if put on pharmaceutical full -line
wholesalers, guarantee that an adequate range of  medicinal products are permanently

available an d that the requirements of a specific geographical area can be met

immediately . In add ition thereto, PSOs can also prevent "cherry picking" , as they help to

prevent an increase in pharmaceutical full -line wholesalers6 responsibili.i
decrease in short -l i ner s 6 and manufacturerso responsi biliti
This cannot be guaranteed under 6 nor ma | conditiores r(&IRPt 2009). Within the

European Union, 16 countries fulfil PSOs, including, France, Germany, Italy and Spain.



An impo rtant role and function of pharmaceutical full -line wholesalers is the fact that they
allow market access also to small and medium -sized pharmaceutical companies whose
products would otherwise face significant problems (e.g. high investment, etc.) in
accessing the market.

Finally, it can be summarised that w holesalers are squeezed between the price regul ations
of pharmaceutical products they distribute, the nature of competition and the legal
require ments (e.g. GDP), and of PSOs (if in place), which are I in some cases -

responsible for very low net margin s. Also, t he direct involvement of manufacturers in
distribution has changed the way s in which the sector operates. These are discussed in
detail in the follo wing chapters



5 Supply chain partmedperceptiors of the
distribution sector

A central issue of the present study is to analyse the satisfaction of the sup ply chain
partners, pharmaceutical manufacturers and pharmacists , concer ning their pharmaceutical
distribution system. The supply chai n, in general, is defined as the network of
organis ations that are involved, through upstream and down stream link ages, in the
different pr ocesses and activities that produce value in the form of products and services

delivered to patients .

The previous st udy conducted in 2011, investigated, for the first time, p harm ac i s kewlé
of satisfaction with the ir pharmaceutical suppliers. Similarly, the cu rrent study seeks to
examine pharmaci sts6 pr ectonsotas td bealdeltosoffen d comparati s five

analysis and to detect potential or arising concerns with the different di stribution channels
Compared to the previous study, the present study ha s a broader a pproach and include s
additional supply chain partners , hamely the pharmaceutical industry. | t also includes new
elements within the survey, such as questions pertaining to se rvice level improvements

and medicine safety.

Two sets of o nline surveys were devel oped to obtain information about pharmaci st sd and
manuf act perception & of their sup ply distribution systems. Both survey s were carried

out electronically from December 2015 to May 2016. The pha rmacist survey was circulated

among pharmacists in six key European markets (Germany, France, Italy, the

Netherlands, Spain and the United Kingdom ), repr esenting 74% of the total wholesale

sales in terms of value. The survey of pharmaceutical companies, on the other hand, was

disseminated globally. The global a pproach to the manufacturersd ques

on the fact that pharmaceutical compa nies pursue global strategies. The total number of
pharm acists who patrticipated in the study is 376. In total 123 pharmaceutical companies
respon ded to the survey.

Both questionnaires (for pharmacists and manufacturers ) were set up in a sim ilar fashion

and included the following six main sections:

u General information u Areas for improvements in th e
service level
u Type of system used for supply u Safety of medicines (only
or di stribution pha rmacists)
u Satisfaction with the distribution u Future trends e .g. risks and
system chances of the distribution

system



Please note the following while reading the results of this study
u Major results and charts are presented in the text below aswellasin Annex 2. The
original questionnaires are presented in Annex 3 and Annex 4. Future trends, risks

and chances, are  discussed in chapter 7.

u For some sections of the questionnaire, respondents were asked to indicate their

levels of satisfaction . In order to do so, respondents were given five possible

response options: very satisfied, satisfied, neutral, dissatisfied and very

dissatisfied. In order  to simplify the results and the graphical depictions throughout

this study, the term fAsatisfiedod was used to sun

satisfiedo and Asmtidifd eatoi;s ftiheed®d ewas used to ref
options fAdissatisfi esdlibeddd Avery dissat.i

u For some sections of the questionnaire, respondents were asked to indicate their
levels of agreement  with statements presented in the questionnaire. In orde r to do
so, respondents were given five possible response options: strongly agree, agree,
neutral, disagree and strongly disagree. In order to simplify the results and the
representation of data, the term fiagreedo was wused
fisrongly agreed and fAagreeo, while the term Adis
categories fAdi sagresagraeneddo .istrongly di

u Due to the fact that the results of this study reflect the responses of a random
sample, the findings should be considered as a t rend rather than results of a
representative sample of the entire pharmacy and industry sectors . Moreover, it is
important to note that satisfaction levels as well as the services provided by the
different distribution systems are difficult to compare due to respondentsé di
expect ations and standards.

u The main source of potential bias relates to how the survey questions were
phrased. It is possible that due to sectoral, structural and market differences
between countries and cultures, respondents may have interpreted the survey
que stions and vocabulary in slightly different ways. In order to minimise bias
arising from linguistic and associational differences in each country, the translated
versions of the pharmacy questionnaires (German, French, Spani sh and ltalian)
were sent to pharmacists in the respective target countries for linguistic
verification. The online questionnaire addressed to Dutch pharmacists was not
translated as English is widely used and understood.



51 Pharmaci stsd survey

The p harmacist survey was circulated among pharmacists in the six key European markets
(Germany , France, ltaly, the Netherlands, Spain and the United Kin gdom) . The collection
and analysis of data  was carried out as follows:

The collection of data  from pharmaci sts was carried out at the country level; therefore

data and analys es are available for each country. Due to low response rates from
pharmacists in the Netherlands and Spain, the fi gures collected are scientifically
insignificant and have not been presente d in the country level fin dings. Instead, these

have been included inthe overall analysis for all cou ntries.

Due to country -specific developments regarding distribution models in the UK, results for

all kinds of wholesalers were aggregated. In Italy and France short -line wholesalers do not
operate due to regulatory restrictions. In France, pharm aceutical distributors other than
pharmaceutical full -1 i ne whol esal er s ar e referred -fulblineas Aiph

whol esal e sourceso for stidhhe purposes of this

5.1.1 Distribution system used by pharmacists

Overall , the findings show that there is a high level of satisfaction with pharm aceutical full -

line wholesalers. Phar maci st sd high and pos.insirate¢heimpostgnaense r at e
of this distr ibution system to pharmacists. As regards pha rmaci stsd satisfaction
supply system, 88% of pharmacists were satisfied with the pharmaceutical full -line

whol esale model.

Figure 6: Overall s atisfaction with the distribu tion system
Full-line Short-line Direct deliveries from
wholesaler wholesaler#* manufacturer

22%

2%

21%

M Satisfied Neutral Dissatisfied

*i n countries where short  -liners do not exist (i.e. France), we refer to pharmaceutical 6 n efall-line wholesale sources 6

Source: IPF research 2016, Pharmacist survey



The European Pharmaceutical Wholesale Sector

Figure 7: Overall s atisfaction with the del ivery time
Full-line Short-line Direct deliveries from
wholesaler wholesaler* manufacturer

3%

3%
33%
33%
M Satisfied Neutral Dissatisfied
*i n countries where short  -liners do not exist (i.e. France), we refer to pharmaceutical 6 n efall-line wholesale sources 6
Source: IPF research 2016, Pharmacist survey
According to their responses, 94% of pharmacists were satisfied with ph armace utical full -

|l ine whol esvarytene.sd del i

Similarly, 90% of pharmacists in all six target countries felt that the service level

performance of pharmaceutical full -line wholesalers was very high. In partic ular,
pharmacists felt that the delivery frequenci es of pharmaceutical full  -line wholesalers were
suff icient (94%) and that their order system s were convenient (92%). Detailed results of
each service level item can be found in Annex 2 .

IPF Institute for Pharmaeconomic Research 20
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Figure 8: Servi celevel T phar maci stsdé agreement
Direct deliveries from manufacturer B Short-line Wholesaler® B FulHine Wholesaler
27%
Financial support is provided ( e.g. extended credit) 24%

55%

36%
Recall-time/Recall-service is adequate 44%

0
o
*

41%
Cut-off time is adequate 61%

85%

36%
Minimum orders are adequate 62%

=]
o
B4

56%
Range of products is adequate 52%

87%

55%
Delivery arrangements are convenient 62%

90%

30%
Delivery time is predictable 55%

90%

29%
In-time deliveries support a good patient service 55%

91%

72%

Delivery of intact goods (good condition) is appropriate 75%

91%

50%
Order service/system is convenient 68%

92%

42%
Frequency of delivery is sufficient 63%

94%

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

*i n countries where short  -liners do not exist (i.e. France), we refer to pharmaceutical 6 n efuall-line wholesale sources 6
Source: IPF research 2016, Pharmacist survey
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The above results demonst r aelseof sptisfactiomwith the rarggdanch i gh | e
quality of services offered by pharmaceutical full -line wholesal ers, wh- ch prc
stop shopo and del i vretrme mtheright quangtg ang quality.

The last part of the questionnaire regardin g t h aefetyboBmedicines 6 al so showed hi
levels of satisfaction with pharmaceutical full -line wholesalers: More than 90% of

pharmacists answered that the safety of med icines during transportation was adequate,

that the cold-chain was respected and that pharmaceutical full -line wholesalers offered

protection against falsified medicines.

Figure 9: Safety of medicines i pharmacistsd agreement

M Full-line wholesaler u Short-line wholesaler* Direct deliveries from manufacturer
100% -
20% -
80% -
70% -
60% -
50% -
40% -
30% -
20% -
10% -
0% -

The cold-chain is respected Safety during transportation is adequate Protection against falsified medicines is
adequate
*i n countries where short  -liners do not exist (i.e. France), we refer to pharmaceutic al 6 n efall-line wholesale sources 6

Source: IPF research 2016, Pharmacist survey

5.1.1.1 Individual countrgvel results

France:

According to the survey, 95 % of French pharmacists responded that they were very
satisfied with the pharmaceutical full -line wholesale model. Only 5% of the pha rmacists
did not reply to this question. Compared with the previous study in 2011, satisfaction
level s among French pharm acists have increased: In 2011, 91% of pharmacists were
satisfied with the pharmaceutical full -line wholesale model.  The high response rate and the
fact that 95% of pharmacists indicated that they were  very satisfied with  their medicines

IPF Institute for Pharmaeconomic Research 22











































































































































































































































































