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EHC Survey

• Survey carried out in late 2014- sent to all 45
National Haemophilia patient Organisations

• 38 completed surveys received
- 20 by patient organisations
- 11 by patient organisations/clinicians

- 7 by clinicians
• Clarifications received from doctors

nominated by EAHAD from 5 countries
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Procurement method
Tender Alternative Both

Albania Poland Austria Kyrgyzstan Bulgaria
Azerbaijan Portugal Belgium Latvia Lithuania

Belarus Romania Croatia Netherlands
Bosnia &

Herzegovina
Russia Estonia Norway

Czech Republic Serbia Finland Spain

Denmark Slovak Republic France Sweden

Hungary Slovenia Germany Switzerland

Ireland Ukraine Greece Turkey

Moldova United Kingdom Italy

Montenegro B O Mahony, D Noone, L Prihodova
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Both
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Main Criteria

Tender Countries
• Most important- Safety
• Main criteria used is  Price – 14 countries
Alternative procurement Countries
• Most important - Safety
• Main criteria used is  Price – 6 countries
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Ireland: Recombinant FVIII Score sheet 2012
Safety Human albumin in

culture medium
15

Additional human or
animal protein (eg
monoclonal
antibiodies)

5

Viral inactivation 10

Inhibitors 30

Prion Removal 5

Others 10

Total for Safety 75

Efficacy Recovery/Half Life
(adult/paedriatric)

12

Clinical Response
(adult/paedriatric)

18

Total for Efficacy 30

Quality Stability 5
Volume of
Administration

3

Instructions for Use
& Handling

3

Ease of
Administration

3

Application of
Unique Bar-Code

5

Total for Quality 19

Scoring Criteria Total
Marks

Available

Security of Supply/

Availability

Number of
Manufacturin
g Plants

4

Security of
Supply

6

Total for
Supply/
Availability

10

Scientific Support Clinical
Opinion

2

Consumer
Opinion

2

Tender 2

Total for
Scientific
Support

6

Total Scores Awarded: Phase 1 140

Phase 2

Cost Total for Cost 60

Total Scores Awarded: Phase 2 200



Selection Criteria

Tender (19)
• Price 18
• Safety 14
• Quality 12
• Efficacy 12
• Supply    10
• Convenience  8

Alternative/ Combined(19)
• Price  12
• Safety  9
• Quality  8
• Efficacy  10
• Supply  6
• Convenience  3
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Products Tendered for

• 18/19 tender for plasma derived FVIII
• 16 tender for recombinant FVIII
• 17/19 tender for plasma derived FVIII
• 8 tender for recombinant FIX
• 13 tender for plasma derived FVIII/VWF
• 11 tender for PCC’s
• 11 tender for bypassing agents
• 7 tender for products for rare bleeding disorders
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Health
Insurance

funds

Medicines
agencies or
pharmacies

Hospitals
or blood
centres

Ministries
of Health

Clinicians or
Haemophilia

Centres

Patient
Organisation

Involved in all aspects of the Process
Bosnia&

Herzegovina
Denmark Albania Albania Ireland Ireland

Hungary
United

Kingdom
Czech

Republic
Azerbaijan Denmark Serbia

Montenegro, Azerbaijan Ireland Belarus Montenegro
Serbia Romania Portugal Ireland Serbia

Slovak Rep. Belarus Romania Russia United Kingdom

Involved only in Scientific and Technical aspects of the process
Romania Portugal
Portugal Slovenia
Bosnia &

Herzegovina
United

Kingdom
Moldova

Main Representatives on Tender Boards
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Main Representatives
Procurement Boards

Health
Insurance

funds

Medicines
agencies or
pharmacies

Procurement
Agencies

Ministries of
Health or

Local
authorities

Clinicians or
Haemophilia

Centres

Patient
Organisation

Involved in all aspects of the Process

Kyrgyzstan France Kyrgyzstan Kyrgyzstan

Belgium Italy

Croatia Kyrgyzstan

Sweden

Involved only in Scientific and Technical aspects of the process

Turkey France

Kyrgyzstan

EstoniaB O Mahony, D Noone, L Prihodova
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N Years

Term of office of the committee
Tender 9 2.3

Alternative 3 1.5

Typical duration of the contract
awarded

Tender 18 1.4

Alternative 7 1.9

Tender /Procurement Boards
Terms of Office and Contracts Awarded

B O Mahony, D Noone, L Prihodova
Haemophilia(2015),1-8
DOI:10.1111/hae.12720



Involvement in Tender Process
19 Countries

• All have a legal framework for tender
• 16 have a tender board
• Clinicians involved in 16/19 countries

- formally involved in 5
-scientific and technical aspects in 6
-informally involved or observers in 5
- not involved in 2

- no response from 1
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Involvement in Alternative /Combined
Process

19 Countries
• 14 have a legal framework for tender
• 8 have a procurement board
• Clinicians involved in 12/19  countries

-scientific and technical aspects in 3
-informally involved in 9
- not involved in 7
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Involvement in Tender/Alternative
Process

• Patient organisation involved in 15/19 countries
- formally involved in 2
-scientific and technical aspects in 3
-informally involved/observer  in 5
- not involved in 9

• Alternative process- Patient organisation involved in 6
countries
- formally involved in 1
- informally involved in 5
- not involved in 13
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Tender v Alternative process

Tender system resulted in lower prices for:
• Recombinant FVIII (23%)
• Plasma derived FVIII (21%)
• Plasma derived FIX (30%)
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Tender Alternative Process

n
Median

(€)
Range

(€)
n

Median
(€)

Range
(€)

Recombinant
FVIII* 12 0.56 0.28 -1.05 17 0.69 0.39 -1.06

Plasma-Derived
FVIII 15 0.40 0.16 -1.16 16 0.64 0.18 - 0.90

Recombinant FIX 6 0.73 12 0.72

Plasma-Derived
FIX* 15 0.40 0.18 -0.83 17 0.54 0.38 -0.88
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Use of Specific Legal
Framework

€0,62

€0,49

€0,75

€0,46

€0,86 €0,88 €0,85
€0,78

€-
€0,10
€0,20
€0,30
€0,40
€0,50
€0,60
€0,70
€0,80
€0,90
€1,00

rFVIII allpdFVIII rFIX pdFIX

Pr
ice

/IU
 (€

)

Specific Legal Framework No Specific Legal Framework
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Clinician Involvement

€0,63

€0,51

€0,75

€0,49

€0,68

€0,51

€0,81

€0,49

€-

€0,10

€0,20

€0,30

€0,40

€0,50

€0,60

€0,70

€0,80

€0,90

rFVIII pdFVIII rFIX pdFIX

Pr
ice

/IU
 (€

)

Clinician Involvement No Clinician Involvement

• Significant reduction also noted in price of By-passing agents when clinicians are
involved
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€0,55

€0,42

€0,72

€0,44

€0,73

€0,57

€0,80

€0,52

€-

€0,10

€0,20

€0,30

€0,40

€0,50

€0,60

€0,70

€0,80

€0,90

rFVIII* allpdFVIII rFIX pdFIX

Pr
ice

/I
U 

(€
)

Patient Involvement No Patient Involvement

Patient Involvement
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Conclusions

• Tender process results in lower prices
• Clinician involvement improves outcomes
• Patient organisation involvement with

clinician involvement delivers best outcomes
• Where both are involved, prices are  lower for

all products
• Impact of volume purchased to be analysed



Conclusions
• Co-ordinated national system delivers best

outcomes
• Specific legal framework
• Use of registry to predict demand
• Promotes real competition
• No difference observed if contract awarded to 1

or more than 1 company
• Not as significant where there is a product

monopoly



Clinician and patient organisation
involvement

• Better more appropriate selection criteria
• Better assessment of tenders
• Lower prices
• More open and transparent process
• Knowledge and involvement are the key- not

just focus on price
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Clinician and patient organisation
involvement

United Kingdom*
• Clinician involvement and informal patient

organisation involvement
• Price main scoring criteria
• Prices decreased by 50% over 6 years

Ireland
• Clinician involvement and formal patient

organisation involvement
• Price not the main scoring criteria
• Total Prices decreased by 70% over 10 years
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Concerns

• Have to ensure that proportion of any savings
made are used for development of
comprehensive care

• Ireland:
- increased resources for comprehensive care

infrastructure: new centres in Dublin and Cork
- lower unit costs and elimination of handling fees

allowed FVIII use to increase from 3.7 IU to 8.2 IU p.c.
over 12 years
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Concerns

• Have to ensure that price is not the only
criteria used – safety, efficacy, quality, supply

• Need clinician and patient participation to
ensure these included

• This requires advocacy- data demonstrating
economic benefit of clinician and patient
participation



“This way,  health of people with hemophilia has become
dependent on cheaper products and not necessarily the
most effective and safe products. On the other hand,
medical experts in hemophilia who should be the a very
important voice in the scientific and medical choice of these
products have been relegated to a completely secondary
role in the choice of therapies that will be administered to
their patients.”

Press release, APH, World Haemophilia Day 2015

Portuguese Association of Hemophilia denounces economic
criteria in the treatment of disease



New EU Directive
2014/24/EU
• Increased discussion under competitive dialogue

procedure with negotiation
• Life cycle costs
• Full electronic submission
• Shorter time intervals
• Potential for cross border tenders:

- COMISKA ,Gulf States*
- Baltic countries ?
- Bulgaria, Romania ?

B O Mahony. Guide to Factor Concentrate
Tender and Procurement,WFH 2015. In

press



Procuring Longer Acting Factors

• Scoring criteria for comparing different classes
of products

• US Launch prices increased unit cost almost in
line with increase in half life

• Differences in half life
• Treating to specific trough levels
• Importance of peaks and troughs
• Individual pharmacokinetics



Procuring Longer Acting Factors

• Treatment protocols for Prophylaxis v On
demand

• Treatment protocols for surgery – bolus or
continuous infusion

• Total factor requirement for country
• Average annual cost per severe patient per

year
• Outcome based – treat to defined annual

bleed rate



Conclusions
• National system with formal involvement by

clinicians and patient organisation delivers the
best results

• Safest and most efficacious products at best
economic cost

• Allows for increased per capita use
• Good economic outcome- decision more likely to

stay with group rather than with HTA agency.
• Requires training and preparation
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