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I NTRODUCTI ON  

The Chal lenge to the Heal th System in I reland  

Medicines play a vi tal  role in improving the overal l  health of I r ish pat ients. 

Secur ing access to new and innovat ive medicines, in a t imely manner, is a 

key object ive of the I r ish health service. However, the chal lenge is to del iver  

this object ive in an affordable and sustainable way. The medicines bi l l  for  the 

community drugs schemes – pr imar i ly the GMS (medical  card), Long Term 

I l lness, Drugs Payment  as wel l  as the High Tech Arrangement  – including 

fees and ingredient  costs, is forecast  at  just  over  €1.7 bil l ion in 2017. To 

ensure that  pat ients receive the highest  qual i ty care, i t  is essent ial  that  these 

resources invested in medicines are used efficient ly and effect ively. This 

requires an integrated approach to reduce the pr ice of al l  t reatments, to 

del iver  greater  efficiencies across the supply chain and also to promote the 

use of the most  cost -effect ive t reatments. 

 

Whi le the cost  of the community schemes and the High Tech Arrangement  

has been relat ively stable at  about  €1.7 bi l l ion since 2012, this is due, mainly, 

to a successful  programme of gener ic subst i tut ion and reference pr icing. This 

programme is ongoing and has reduced pr ices for  both off-patent  and on-

patent  t reatments. However, this apparent  headl ine stabi l i ty masks a change 

within the total . The GMS scheme has reduced from €1.2 bi l l ion in 2013 to 

€875 mil l ion in 2016. On the other  hand, the High Tech has grown from €442 

mill ion in 2013 to €597 mi l l ion in 2016.1 Growth in spending within the High 

Tech Ar rangement  wi l l  raise signi ficant  chal lenges in future years, dr iven 

pr imar i ly by the increasing volume of exisi t ing medicines in addit ion to the 

high cost  of the future pipel ine of new medicines. 

                                            
1 Pr imacy Care Reimbursement  Service, Statistical  Analysis of Claims and 

Payments, 2013 
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Nat ional  Biosimi lar  Medicines Pol icy 

To address some of these chal lenges, the Government  is developing a 

Nat ional  Biosimilar Medicines Pol icy to promote the rat ional  use of 

biosimi lar  medicines and to create a sustainable environment  for  biological  

medicines in I reland.2  

 

A biosimi lar  is a biological  medicine that  is highly similar  to an approved 

biological  medicine (the reference medicine). Biosimi lar  medicines can only be 

author ised for  use once the patent  for  the reference medicine has expired. 

However, they have no cl inical ly meaningful  di fferences compared to the 

reference medicine.3 Biosimilars are typical ly less expensive to produce than 

the reference medicine, due to lower research and development  costs.4 As a 

result  of the lower costs and compet i t ion for  market  share, they are general ly 

pr iced at  a signi ficant  discount  to the reference medicine. As stated by the 

European Medicines Agency (EMA), ‘Biosimi lar  competi tion can offer  

advantages to EU heal thcare systems, as i t is expected to improve patients’ 

access to safe and effective biologi cal  medicines wi th proven qual i ty’.5 

 

A key element  of effect ive resource management  is cost -effect ive prescr ibing. 

The Wor ld Health Organisat ion (WHO) defines rat ional medicine use as 

where ‘Pat ients receive medicat ions…at the lowest  cost  to them and their  

                                            
2 A biological  medicine is a medicine that  is developed from a l iving organism 

such as a bacter ium. 
3 European Medicines Agency, Biosimi lars in the EU: information guide for  

heal thcare professionals,  2017 
4 Mest re-Ferrandiz et  al ., Biosimi lars: How Can Payers Get Long-Term 

Savings?. 2016 
5 European Medicines Agency, Biosimi lars in the EU: information guide for  

heal thcare professionals,  2017 
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community’.6 This pract ice al lows for  the most  effect ive use of resources for  

health services, pat ients and the taxpayer .  

 

Prescr ibing pract ices are at  the discret ion of a pat ient ’s cl inician . Biological 

medicines are widely prescr ibed across a growing range of disease areas in 

I reland. Many of the most  frequent ly prescr ibed medicines have lost  or  are 

due to lose patent  protect ion. Over  €200 mi l l ion is current ly spent , in the 

community and in hospitals, on biologicals that  have a biosimi lar  avai lable or  

due to become avai lable in 2018. Despite the opportuni t ies presented by 

biosimi lars, uptake in I reland remains low in compar ison to many member 

states.  

 

The Nat ional Biosimilar  Medicines Pol icy is being drafted in ant icipat ion of 

the expirat ion of a number of biological  patents over  the next  few years. The 

pol icy wil l  aim to increase biosimilar  use in I reland, by creat ing a robust  

framework in which biologicals and biosimi lars can be safely, cost -effect ively 

and confident ly used in the health service.  

 

The Department  of Health has ini t iated this consultat ion process to ensure 

that  a wide range of views are considered in developing this pol icy 

framework. 

 

This consultat ion sets out  the defini t ions of biological  and biosimilars 

medicines, as well  as the legal and regulatory environment  surrounding their  

market  author isat ion and use, both internat ional ly and in I reland. I t  goes on 

to explore and consider  pol icies in other  EU countr ies which aim to increase 

                                            
6 Wor ld Health Organisat ion. Promoting rational  use of medicines: core 

component, 2002. 
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uptake of biosimi lars. Quest ions are posed for  the reader throughout  these 

sect ions though views outside of those prompted by these quest ions are also 

welcome.  
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B I OLOGI CAL AND B I OSI M I LAR M EDI CI NES 

Biological  Medicines 

Biologicals di ffer  from chemical medicines in that  they are developed from a 

l iving organism, such as a bacter ium or  yeast . Biologicals range in complexi ty 

and diversi ty, from relat ively small  molecules, such as human insul in, to 

complex molecules such as monoclonal ant ibodies.7 

Because of the nature of biological product ion processes, not  every batch of a 

biological  medicine is ident ical . However , these minor  di fferences between 

batches of a biological  do not  affect  the safety and effect iveness of these 

medicines.8 

Biosimi lar  Medicines 

A biosimilar  is a biological  medicine that  is highly similar  to an already 

approved biological  medicine. Biosimilars are approved against  the same 

standards of pharmaceut ical  quali ty, safety and efficacy as biologicals.9 

Because biosimilars are made from l iving organisms, there may be minor 

di fferences from the reference medicine. However these di fferences between 

biosimi lars and the reference medicine are not  cl inical ly meaningful  in terms 

of their  safety or  efficacy.10 

Biosimilars can only be author ised for  use once the patent  for  the reference 

biological  has expired. I n general , a reference medicine has been author ised 

for  at  least  10 years before a biosimi lar  can be made available. 

                                            
7 Health Products Regulatory Author i ty, Guide to Biosimi lar  for  Healthcare 

Professionals and Pat ients, 2015 
8 European Medicines Agency, Biosimi lars in the EU: information guide for  

heal thcare professionals,  2017 
9 I bid. 
10 I bid. 
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Since the approval  of the fi rst  biosimilar  in 2006, the EMA has approved the 

highest  number of biosimi lars wor ldwide. None of the 28 biosimi lars 

approved by the EMA have been withdrawn or  suspended because of safety of 

efficacy.11 

The EMA states that : ‘The evidence acquired over  10 years of cl inical  

exper ience shows that biosimi lars approved through EMA can be used as 

safely and effectively in al l  thei r  approved indications as other  biological  

medicines.12 

Biosimi lar  Uptake in I reland  

Biosimilars have been author ised in I reland since 2006, in l ine with al l  other 

Member States. Despite the EMA grant ing market  author isat ion for  28 

biosimi lars, uptake in I reland has been low relat ive to other  EU countr ies. 

Only 11 biosimi lars are cur rent ly reimbursable by the State. Recognising the 

important  role that  biosimi lars wi l l  play in improving the cost -effect iveness of 

the State’s medicine bi l l , the 2016 Framework Agreement  on the Supply and 

Pr icing of Medicines provides for  automat ic pr ice reduct ion for  biologicals on 

int roduct ion of a biosimi lar  to the market .13 This pr ice reduct ion st r ikes a 

balance between reducing the pr ice paid by the HSE and encouraging 

biosimi lars into the market .   

                                            
11 European Medicines Agency, Biosimi lars in the EU: information guide for  

heal thcare professionals,  2017 
12 I bid. 
13 ht tp://health.gov.ie/blog/publ icat ions/framework-agreement -on-the-supply-

and-pr icing-of-medicines/ 
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PRESCRI BI NG AND I NTERCHANGEABI L I TY 

Prescr ibing 

Prescr ibing pract ice is at  the discret ion of a pat ient ’s cl inician . Biologicals 

and biosimilars are typical ly prescr ibed by a cl inician in a hospital . The 

Health Products Regulatory Author i ty (HPRA) publ ished a Guide to 

Biosimi lar  for  Heal thcare Professionals and Patients in 2015. The HPRA 

recommends consultat ion between prescr ibers, pharmacists and procurement  

staff in deciding t reatment  preferences for  using a reference or  biosimilar 

medicine in I reland.14 

 

I nterchangeabi l i t y 

The EMA defines interchangeabi l i ty as “…the possibi l i ty of exchanging one 

medicine for  another  medicine that is expected to have the same cl inical  effect . 

This could mean replacing a reference product wi th a biosimi lar  (or  vice 

versa) or  replacing one biosimi lar  wi th another . Replacement can be done by:  

 Switching, which is when the prescr iber  decides to exchange one 

medicine for  another  medicine wi th the same therapeutic intent.   

 Substi tution (automatic), which is the practice of dispensing one 

medicine instead of another  equivalent and interchangeable medicine at 

pharmacy level  wi thout consul ting the prescr iber .” 15 

I n the EU, biosimi lars are given market  author isat ion by the EMA. However , 

EMA evaluat ions do not  include recommendat ions on whether  the biosimilar 

is interchangeable with the reference medicine. Prescr ibing pract ices and 

                                            
14 Health Products Regulatory Author i ty, Guide to Biosimi lar  for  Heal thcare 

Professionals and Patients, 2015 
15 European Medicines Agency, Biosimi lars in the EU: information guide for  

heal thcare professionals,  2017 
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advice to prescr ibers fal l  under the responsibi l i ty of Member States. Within 

this remit , decisions on the extent  to which medicines are interchangeable 

are important , as this is a key mechanism for  achieving cost  efficiencies in 

prescr ibing.   

Swit ching in I reland 

I n I reland, the relevant  author i ty, the HPRA, supports physician-led 

interchangeabil i ty of biologicals and biosimilars i .e. cl inicians can switch 

pat ients on a reference medicine to a biosimilar .16 However, any change 

should be made in consultat ion with the pat ient . Whi le acknowledging that  

prescr ibing pract ices are at  the discret ion of cl inicians, the HPRA does not  

recommend that  pat ients switch back and for th between a biosimilar  and a 

reference medicine.17 

Subst i t ut ion in I reland 

Physician-led interchangeabi l i ty should not  be confused with the HPRA l ist  

of interchangeable medicines that  may be subst i tuted in a community 

pharmacy, as set  out  in the Health (Pr icing and Supply of Medical  Goods) Act  

2013. This pract ice is referred to as gener ic subst i tut ion. The 2013 Act  

speci fical ly excludes biosimi lars from the interchangeable l ist  of small 

molecule chemical medicines and they cannot  be subst i tuted in pharmacies. 

                                            
16 The HPRA has confi rmed that  the Health (Pr icing and Supply of Medical  

Goods) Act  2013 does not  prohibi t  physician-led interchangeabil i ty.  
17 Health Products Regulatory Author i ty, Guide to Biosimi lar  for  Heal thcare 

Professionals and Patients, 2015 
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Section A - Questions to consider : 

1. Before reading this consultat ion paper , were you aware of 

biosimi lars medicines? 

2. Before reading this consultat ion paper, what  was your 

understanding of I reland’s legal and regulatory posi t ion on 

biosimi lars? Has this understanding changed from reading this 

paper? Please explain your answer. 

3. Before reading this consultat ion paper, were you aware of the low 

uptake of biosimi lars in I reland?  What , in your  view, are the 

pr imary reasons behind this? 
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B I OSI MI LAR M EDI CI NE POLI CI ES I NTERNATI ONALLY 

 

Creat ing a sustainable environment  for  biologicals and biosimilars is a key 

pol icy pr ior i ty for  many EU Member States. Several  Member States have 

implemented successful  pol icies to increase biosimilar  use. This sect ion sets 

out  some of the pol icy levers that  Member States have adopted and seeks 

views on the appl icabi l i ty of these to I reland.  

Nat ional policies typical ly use a mix of pol icy levers, which include promot ing 

the launch of biosimilars in the market , support ing safe prescr ibing to new 

pat ients, switching exist ing pat ients and promot ing compet i t ion to reduce the 

cost  to pat ients and the State.  

These measures can take many forms, from statutory and cl inical  guidel ines 

to financial  incent ives and disincent ives to educat ion and promot ion. This 

sect ion is not  an exhaust ive l ist  of measures and respondents are invi ted to 

put  forward al ternat ive pol icy levers that  they bel ieve are worth consider ing.  

An appropr iate mix of pol icy levers for  I reland wi l l  be required and 

respondents are asked to consider  the individual policy lever , the form i t  

should take and how it  would interact  with other  levers. 

Prescr ibing, Switching and Subst i tut ion 

Legislat ion, Nat ional  Guidel ines and Quotas 

Prescr ibing biosimi lars to new pat ients is permit ted across the EU. Switching 

an exist ing pat ient  to a biosimi lar , under the supervision of a cl inician, is also 

widely permit ted and encouraged. A recent  paper  by Kurki  et  al . invest igated 

studies into the interchangeabil i ty of biosimi lars and concluded that  
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switching pat ients from a reference product  to a biosimi lar  can be considered 

safe when the pat ient  is cl inical ly monitored.18 

Poland encourages switching exist ing pat ients to biosimilars at  every 

therapeut ic level. Other  countr ies encourage switching under cer tain 

circumstances. I n the UK, switching is permit ted by law but  the decision to 

switch rests with the physician. I n Belgium and Spain, switching is not  

general ly recommended but  the decision is also up to the physician. I n 

France, switching is al lowed as long as the pat ient  is monitored closely by 

their  physician and has been informed about  the switch.19 

Biosimilar  subst i tut ion is generally not  permit t ed in EU countr ies. Belgium 

prohibi ts pharmacy-led subst i tut ion of biosimi lars by law. Hungary, Spain. 

Greece, I taly and the UK have guidel ines prohibi t ing biosimi lar  subst i tut ion. 

I n Poland, there is no regulat ion against  biosimilar  subst i tut ion and 

subst i tut ion may occur.20 France has recent ly legislated for  biosimilar 

subst i tut ion under cer tain condit ions. However , due to legal issues, 

automat ic subst i tut ion has not  yet  been implemented.21 

 

Nat ional guidelines are also important  sources of informat ion for  pat ients 

and healthcare professionals. Biosimilar guidel ines are publ ished in a 

number of countr ies, by nat ional regulatory author i t ies, regional author i t ies 

                                            
18 Kurki  et  al ., I nterchangeabi l i ty of Biosimi lars: A European Perspective, 

2017 
19 Rémuzat  et  al ., Supply-side and Demand-Side Pol icies for  Biosimi lar : and 

Overview in 10 European Member States, 2017 
20 Thimmaraju et  al ., Legislation on Biosimi lar  I nterchangeabi l i ty in the US 

and EU- Developments Far  from Visibi l i ty. 2015 
21 The law in France cannot  be implemented unt i l  the relevant  decrees 

regarding the precise set  of condit ions required for  biosimilar 

interchangeabil i ty have been adopted.  



Nat ional Biosimi lar  Medicines Pol icy – Consultat ion Paper 2017 

 14  

and health technology assessment  bodies. Guidel ines typical ly out l ine the 

legal framework for  prescr ibing policies and reimbursement  rest r ict ions, but  

may also discuss the safety and effect iveness of biosimi lars. For example, in 

the UK, the Nat ional I nst i tute for  Health and Care Excel lence (NICE) 

provides guidance on opt ions for  using biosimilars, evaluat ion of biosimi lars, 

l icensing and comparabi l i ty, pharmacovigi lance, and brand name 

prescr ibing.22 

Prescr ipt ion quotas, set  by statute or  guidel ines, are used to increase 

biosimi lar  uptake. Prescr ipt ion quotas set  a target  for  the percentage of 

biosimi lars prescr ibed by each physician or  hospital  and for  the percentage of 

pat ients prescr ibed biosimi lars on an aggregate level .23 Germany sets 

regional  prescr ipt ion budgets and quotas for  biosimilars. I taly also has a 

regional  quota system for  biosimilar  prescr ibing.  

I n Belgium, as par t  of a new Future Pact  (Pacte d’Avenir ), the Government , 

indust ry representat ives and physician and hospital  pharmacist  associat ions 

have signed a convent ion to encourage biosimilar  use for  at  least  20% of new 

pat ients. I f this target  is not  met, the Government  has pledged to int roduce 

legislat ion to make the target  mandatory.24  

                                            
22 ht tps://www.nice.org.uk/advice/kt t15/chapter /Evidence-context  
23 Carone et  al ., Cost Containment Pol icies in Publ ic Pharmaceutical  

Spending in the EU , 2012 
24 IMS Inst i tute, Del iver ing on the Potent ial  of Biosimi lar  Medicines: The 

Role of Funct ioning Compet i t ive Markets, March 2016 
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Sweden and the UK have financial  rewards for  physicians who meet  

prescr ipt ion quotas or  targets. I taly and Germany use financial  penalt ies 

where physicians do not  meet  quotas or  targets.25  

 

 

Educat ion and Suppor t s 

A legal framework for  prescr ibing and switching pat ients to biosimilars is, on 

i ts own, not  sufficient  to increase biosimi lar  prescr ibing and switching. 

Addit ional measures are needed to encourage biosimilar  uptake. This sect ion 

wi l l  look at  how educat ion and other  supports have been used to increase 

biosimi lar  uptake in EU countr ies. 

                                            
25 Rémuzat  et  al ., Supply-side and Demand-Side Pol icies for  Biosimi lar : and 

Overview in 10 European Member States, 2017 

Section B - Questions to consider : 

1. Do you see a role for  nat ional, statutory or  cl inical  prescr ibing 

guidel ines for  biosimilar  medicines in I reland?  Please explain your 

answer. 

2. Do you think that  prescr iber -led switching of pat ients to biosimilars 

should be encouraged in I reland? Please explain your answer. 

3. Do you think that  pharmacy-led subst i tut ion of biosimi lars should 

be implemented in I reland? Please explain your answer. 

4. Do you see a role for  prescr ipt ion quotas in I reland in order  to 

increase biosimi lar  uptake? 

i . What  is an appropr iate prescr ipt ion quota to implement?  

i i . Should quotas only be employed for  a l imited durat ion? 

i i i . Should quotas apply at  a local  or  nat ional level , and should 

they apply equally to new and exist ing pat ients? 
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Educat ional programmes, to increase knowledge and confidence in biosimi lar  

use, are in place in a number of countr ies (for  example Belgium, France, 

Germany, I taly, Spain, Sweden and the UK). Tai lored educat ional 

programmes for  physicians are used in the UK and Germany. Forums and 

discussions take place in these two count r ies which al low physicians to share 

their  views and exper iences of biosimilars.26  

I n the UK, the NICE Adopt ion and Impact  Programme provides a set t ing to 

share exper iences of int roducing biosimi lars, giving cl inicians and hospital 

management  addit ional support  and informat ion when int roducing 

biosimi lars to their  own pat ients.27  

An educat ion and engagement programme to support  healthcare 

professionals with the int roduct ion of biosimilars has also been developed in 

the UK, in a joint  project  between indust ry and healthcare professionals. The 

aim is to improve understanding of biosimi lars and help healthcare 

professionals to bet ter  inform pat ients about  their  use and assist  in their  

t imely int roduct ion when appropr iate.28 A process t imel ine has been 

established which out l ines the mi lestones involved in a successful  adopt ion of 

biosimi lars in Nat ional Health Service (NHS) t rusts.29  

I n Denmark, the Danish Medicines Agency worked with pat ient  

organisat ions to ident i fy informat ion gaps from a pat ient  perspect ive on 

                                            
26 Rémuzat  et  al ., Supply-side and Demand-Side Pol icies for  Biosimi lar : and 

Overview in 10 European Member States, 2017 
27 Rémuzat  et  al ., Supply-side and Demand-Side Pol icies for  Biosimi lar : and 

Overview in 10 European Member States, 2017 
28 ht tp://cancervanguard.nhs.uk/biosimi lars-adopt ion/ 
29 ht tp://cancervanguard.nhs.uk/biosimi lars-get t ing-i t -r ight -fi rst -t ime/ 
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biosimi lars.30 I nformat ion booklets and videos were created to address these 

informat ion gaps. I nformat ion sessions were also aimed at  physicians, to 

inform them of legal requirements regarding biosimi lars and about  the 

concerns their  pat ients might  have.  

Addit ional supports are provided in a number of UK hospitals to aid the 

t ransi t ion of pat ients from reference drugs to biosimi lar s and to provide 

informat ion to pat ients. I n the Universi ty Hospital  Southampton, special ist  

nurses were employed to ensure that  the appropr iate screening and 

assessment  of pat ients was being conducted and to provide addit ional 

monitor ing and survei l lance.31  

 

 

 

                                            
30 Benedicte Lunddahl. Pharmacovigi lance on biologics and biosimi lars: A 

Danish perspective. 2016 
31 NICE, Technology Appraisal  Adoption Support , 2015 

Section C - Questions to consider : 

1. Before reading this paper, were you aware of any educat ional 

programmes and/or  nat ional guidelines in place in I reland aimed at  

increasing knowledge of biosimi lars? 

2. Do you see a role for  educat ional  programmes and/or  nat ional 

guidel ines in increasing biosimilar  knowledge and awareness in 

I reland? Please explain your answer. 

i . I f so, should these programmes and/or  guidel ines be tai lored for  

speci fic groups i .e. pat ients, prescr ibers, pharmacists, nurses 

etc? I f so, which groups? Please explain your answer. 

i i . I s there a need to provide educat ion or  guidance to biosimi lar  

suppl iers on enter ing the I r ish pharmaceut ical  market? Please 

explain your answer. 
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I ncent ives and Disincent ives 

I ncent ives and disincent ives have been used to increase biosimi lar  uptake. 

Despite legislat ion al lowing biosimilar  use and educat ional programmes 

encouraging use, uptake may remain low. Financial  incent ives and 

disincent ives can be used to st imulate biosimilar  uptake by changing 

physicians’ and pat ients’ behaviours.   

One example of a financial  incent ive is a gain-share agreement, where those 

in charge of implement ing a change in pract ice benefi t  from the savings 

generated by that  change, incent ivising them to generate more savings. I n 

the UK, a gain-share agreement  was established between the Universi ty 

Hospital  Southampton NHS Foundat ion Trust  and local  cl inical 

commissioning groups. Savings from switching pat ients to biosimi lars were 

used to fund the addit ional  staff needed to implement  and monitor  the safe 

switching of pat ients to biosimi lars.32  

Pat ient  co-payments are an example of a financial  disincent ive used to 

increase the uptake of biosimi lars. Germany, Hungary, Poland, Spain and 

Sweden have pat ient  co-payment  systems which favour cheaper medicines. 

For  example, Spain requires pat ients to pay 100% of the drug pr ice i f the 

preferred medicine is not  prescr ibed.33 

                                            
32 NICE, Technology Appraisal  Adoption Support , 2015 
33 Rémuzat  et  al ., Supply-side and Demand-Side Pol icies for  Biosimi lar : and 

Overview in 10 European Member States, 2017 



Nat ional Biosimi lar  Medicines Pol icy – Consultat ion Paper 2017 

 19  

 

 

Tender ing and Pr icing Policies 

Tender ing and pr icing pol icies are used across the EU to achieve lower pr ices 

for  medicines in a safe, cost -effect ive and sustainable way. Different  

tender ing pol icies involve varying levels of engagement  and col laborat ion 

between key stakeholders such as prescr ibers, pat ients, pharmacists, other  

heal thcare professionals and procurers. Beyond achieving lower pr ices, 

tender ing can al low for  a wide range of views and exper iences from key 

stakeholders to be taken into account  in the procurement  process. This 

informat ion shar ing can also lead to greater  confidence in, and uptake of, 

biosimi lars.  

Tender ing 

Pharmaceut ical  procurement  may be undertaken through tender ing at  

nat ional, regional  and/or  hospital  level . Countr ies which tender  at  higher  

Section D - Questions to consider : 

1. Consider ing what  has been seen in other  countr ies, should incent ives 

and/or  disincent ives be used in I reland to increase the uptake of 

biosimi lars? 

i . I f so, should there be di fferent  incent ives and/or  disincent ives for  

prescr ibing biosimilars to new pat ients and for  switching exist ing 

pat ients? 

2. Do you see a role for  gain-shar ing agreements in promot ing the uptake 

of biosimi lars in I reland? How might  this be st ructured in an I r ish 

set t ing? 

3. Do you see a role for  pat ient  incent ives, such as pat ient  co-payment 

systems, in promot ing the uptake of biosimi lars in I reland? How might 

this be st ructured in an I r ish set t ing? 
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levels tend to achieve the largest  reduct ions in pr ice. For  example, Norway 

uses nat ional  level  tenders for  cer tain drug classes and has gained up to 72% 

pr ice reduct ions for  cer tain biosimi lars.34 Regional  level  tenders in I taly have 

reduced pr ices by up to 60%.35 Hospital  level tenders are also widespread, for  

example in France, Spain and Belgium. 

Tender  assessment  panels often include pat ient  representat ives, special ists 

from di fferent  cl inical  areas, pharmacists and procurers. I n evaluat ing 

tenders, mult iple cr i ter ia can be taken into account  to achieve the best  value 

in terms of safety,  sustainabi l i ty and cost -effect iveness. 

The Norwegian Drug Procurement  Cooperat ion provides the basis and 

speci ficat ion for  purchase and del ivery agreements for  pharmaceut ical  

manufacturers. This group is made up of pat ient  representat ives, 

pharmacoeconomic special ists, and experts in rheumatology, gastroenterology 

and dermatology.36 

Many EU countr ies use non-exclusive or  mult i -winner  tenders (for  example 

France, Germany, Portugal  and Spain). These tenders can result  in the 

inclusion of the reference drug and a biosimilar  on the l ist  of prescr ibable 

medicines.  

                                            
34 Asbjorn Mack, Norway, biosimi lars in di fferent funding systems. What 

works?, 2015 
35 Curto et  al ., Regional  Tenders on Biosimi lars in I taly: An empir ical  

analysis of awarded pr ices. 2013 
36 Asbjorn Mack, Norway, biosimi lars in di fferent funding systems. What 

works?, 2015 
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Poland uses exclusive tenders and only the most  cost -effect ive product , in 

terms of pr ice, safety, effect iveness, sustainabil i ty and other  factors, goes on 

the l ist  of prescr ibable medicines.37  

Norway and the UK use tenders where, for  each drug class, the highest  

ranked medicine, in terms of cost -effect iveness, is the preferred drug to 

prescr ibe. Prescr ibers are advised to prescr ibe this drug, but  they may 

prescr ibe the drug they feel  is most  appropr iate on a pat ient -by-pat ient  

basis.38 

 

 

                                            
37 Precision For Value. Impact of Market Access Factors in the Adoption of 

Biosimi lar  Anti -TNFs across Europe. 2016 
38 Asbjorn Mack, Norway, biosimi lars in di fferent funding systems. What 

works?, 2015 

Section E - Questions to consider : 

1. To what  extent , i f any, are you aware of tender ing processes for  

pharmaceut ical  procurement  in I reland current ly? Please explain 

your answer. 

2. Do you see a role for  tender ing in biosimi lar  procurement  in 

I reland? Please explain your answer. 

3. What  role, i f any, should healthcare providers play in a tender ing 

process? 

4. I f tender ing is used in biosimi lar  procurement , what  level  should 

the tender be conducted at  i .e. nat ional tender, hospital  group 

tender, hospital  tender? Please explain your answer. 

5. Should exclusive tenders (i .e. single winner tenders) be used for  

biosimi lar  procurement? Please explain your answer. 
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Pr icing Pol icies 

I nternal  and external reference pr icing is used in many countr ies to set  pr ices 

of medicines. I nternal  reference pr icing refers to the pract ice of set t ing the 

pr ice by compar ing pr ices of equivalent  or  simi lar  products in a chemical, 

pharmacological  or  therapeut ic group in the same country.39 External 

reference pr icing is defined as ‘the pract ice of using the pr ice(s) of a medicine 

in one or  several  countr ies in order  to der ive a benchmark or  reference pr ice 

for  the purposes of set t ing or  negot iat ing the pr ice of the product  in a given 

country’.40  

Germany uses internal  reference pr icing for  biosimi lars. Greece uses external  

reference pr icing, with biosimilars pr iced at  the average of the three lowest  

pr ices across the EU.41 

Pr ice l inkage policies l ink the pr ice of a biosimi lar  to the reference product  in 

a market . Many EU countr ies use this pol icy, but  the relat ionship between 

biosimi lar  and reference pr ices var ies. I n Aust r ia, gener ic pr icing pol icy is 

appl ied to biosimilars, which means the fi rst  biosimi lar  on the market  is 

pr iced at  52% of the reference product , the second biosimi lar  at  44% and the 

third at  40%.42   

                                            
39 RAND, Pharmaceutical  Pr icing, 2013 
40 The WHO Col laborat ing Centre for  Pr icing and Reimbursement  Pol icies, 

Glossary 

ht tp://whocc.goeg.at /Glossary/PreferredTerms/External%20pr ice%20referenci

ng 
41 Rémuzat  et  al ., Supply-side and Demand-Side Pol icies for  Biosimi lar : and 

Overview in 10 European Member States, 2017 
42 Mest re-Fer randiz et  al ., Biosimi lars: How Can Payers Get Long-Term 

Savings?, 2016 
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Section F - Questions to consider : 

1. To what  extent , i f any, do you see a role for  internal  and/or  external 

referencing pr icing in I reland? 

2. Should pr ice l inkage play a greater  role in I reland and what  level  of 

discounts off the reference drug should be sought? 

3. Should the pr ice of the reference t reatment  be reduced 

automat ical ly on loss of exclusivi ty in the I r ish market? Please 

explain your answer. 
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I nappropr iate Business Pract ices 

The OECD have previously highlighted the existence of inappropr iate 

business pract ices aimed at  increasing demand for  medical  products or  

services. These pract ices include instances when stakeholders act  

inappropr iately to promote their  individual business and si tuat ions where 

the organised act ion of groups of stakeholders undermines achievement  of 

health care systems’ goals.43 These lead to higher pharmaceut ical  costs and 

are a source of wasteful  spending on healthcare. These include pract ices such 

as ‘Direct  Funding’, ‘Direct  and Indirect  Persuasion’, ‘Financial  I ncent ives’ 

and ‘Free-of-Charge Provision’. Fur ther  discussion of these issues can be 

found in their  report , ‘Tackl ing Wasteful  Spending on Health’.44 

To address these issues, OECD count r ies have int roduced pol icies to l imit  

their  effects. For  example, in the EU, direct -to-consumer advert ising for  

prescr ipt ion medicines is banned. I n Aust ral ia and France, prescr ibing 

physicians may not  sel l  medicines. Germany discourages drug company 

inter ference with educat ional inst i tut ions, through specific rules to ensure 

neut ral i ty of educat ion and t raining. France and Germany have laws banning 

physicians from receiving gi fts from pharmaceut ical companies. These are 

just  a few examples of pol icies, highlighted by the OECD, to inhibit  

inappropr iate business pract ices in relat ion to pharmaceut icals. The OECD 

has ident i fied that  regulat ion and an emphasis on increasing t ransparency in 

cl inical t r ials play key roles in tackl ing inappropr iate business pract ices. 

 

                                            
43 OECD,  Tackl ing Wasteful  Spending on Heal th, Chapter  7 section 3,  2017 
44 OECD,  Tackl ing Wasteful  Spending on Heal th, Table 7.3,  2017 
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Section G - Questions to consider : 

1. Consider ing what  has been highlighted by the OECD, are you aware 

of any inappropr iate business pract ices operat ing in I reland? 

i . I f so, in your  opinion, how might  these affect  biosimi lar 

uptake in I reland? 

 

2. Are there any other  inappropr iate business pract ices, not  out l ined 

by the OECD, operat ing in I reland that  might  affect  the uptake of 

biosimi lars? Please explain your answer. 

 

3. Should measures be put  in place to manage the pract ices you have 

ident i fied in your  answers to sect ion G, quest ions 1 &  2? 
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CONSULTATI ON QUESTI ONS 

Below you wi l l  find a l ist  of the quest ions highlighted throughout  the paper . 

We ask you to give your views on these important  issues, to support  the 

development  of the Nat ional Biosimilar  Medicines Pol icy. I t  is not  necessary 

to provide an answer for  each quest ion; however you may wish to answer 

every quest ion. When responding, please indicate which quest ion(s) you are 

responding to and whether  you are cont r ibut ing to the consultat ion process 

as a pat ient , prescr iber , nurse, pharmacist , procurer , manufacturer , etc. 

Section A - I ntroduction 

1. Before reading this consultat ion paper, were you aware of biosimi lars 

medicines? 

2. Before reading this consultat ion paper, what  was your understanding 

of I reland’s legal and regulatory posi t ion on biosimilars? Has this 

understanding changed from reading this paper? Please explain your  

answer. 

3. Before reading this consultat ion paper, were you aware of the low 

uptake of biosimi lars in I reland?  What , in your  view, are the pr imary 

reasons behind this? 

Section B - Legislation, National Guidelines and Quotas 

1. Do you see a role for  nat ional, statutory or  cl inical  prescr ibing 

guidel ines for  biosimi lar  medicines in I reland?  Please explain your  

answer. 

2. Do you think that  prescr iber -led switching of pat ients to biosimi lars 

should be encouraged in I reland? Please explain your answer. 

3. Do you think that  pharmacy-led subst i tut ion of biosimi lars should be 

implemented in I reland? Please explain your answer. 
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4. Do you see a role for  prescr ipt ion quotas in I reland in order  to increase 

biosimi lar  uptake? 

i . What  is an appropr iate prescr ipt ion quota to implement?  

i i . Should quotas only be employed for  a l imited durat ion? 

i i i . Should quotas apply at  a local  or  nat ional level , and should they 

apply equal ly to new and exist ing pat ients? 

Section C - Education &  Supports 

1. Before reading this paper, were you aware of any educat ional 

programmes and/or  nat ional guidel ines in place in I reland aimed at  

increasing knowledge of biosimi lars? 

2. Do you see a role for  educat ional  programmes and/or  nat ional 

guidel ines in increasing biosimi lar  knowledge and awareness in 

I reland? Please explain your answer. 

i . I f so, should these programmes and/or  guidel ines be tai lored for  

speci fic groups i .e. pat ients, cl inicians, pharmacists, nurses etc.? 

I f so, which groups? Please explain your answer. 

i i . I s there a need to provide educat ion or  guidance to biosimilar 

suppl iers on enter ing the I r ish pharmaceut ical  market? Please 

explain your answer. 

Section D - I ncentives &  Disincentives 

1. Consider ing what  has been seen in other  countr ies, should incent ives 

and/or  disincent ives be used in I reland to increase the uptake of 

biosimi lars? 

i . I f so, should there be di fferent  incent ives and/or  disincent ives 

for  prescr ibing biosimi lars to new pat ients and for  switching 

exist ing pat ients? 

2. Do you see a role for  gain-shar ing agreements in promot ing the uptake 

of biosimi lars in I reland? How might  this be st ructured in an I r ish 

set t ing? 
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3. Do you see a role for pat ient  incent ives, such as pat ient  co-payment  

systems, in promot ing the uptake of biosimi lars in I reland? How might 

this be st ructured in an I r ish set t ing? 

Section E – Tender ing  

1. To what  extent , i f any, are you aware of tender ing processes for  

pharmaceut ical  procurement  in I reland cur rent ly? Please explain your 

answer. 

2. Do you see a role for  tender ing in biosimilar  procurement  in I reland? 

Please explain your answer. 

3. What  role, i f any, should healthcare providers play in a tender ing 

process? 

4. I f tender ing is used in biosimi lar  procurement , what  level  should the 

tender be conducted at  i .e. nat ional tender, hospital  group tender, 

hospital  tender? Please explain your answer. 

5. Should exclusive tenders (i .e. single winner tenders) be used for  

biosimi lar  procurement? Please explain your answer. 

Section F – Pr icing Policies 

1. To what  extent , i f any, do you see a role for  internal  and/or  external 

referencing pr icing in I reland? 

2. Should pr ice l inkage play a greater  role in I reland and what level  of 

discounts off the reference drug should be sought? 

3. Should the pr ice of the reference t reatment  be reduced automat ical ly 

on loss of exclusivi ty in the I r ish market? Please explain your answer. 

 

 

 

Section G - I nappropr iate Business Practices 

1. Consider ing what  has been highl ighted by the OECD, are you aware of 

any inappropr iate business pract ices operat ing in I reland? 
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i . I f so, in your  opinion, how might  these affect  biosimi lar  uptake 

in I reland? 

 

2. Are there any other  inappropr iate business pract ices, not  out l ined by 

the OECD, operat ing in I reland that  might  affect  the uptake of 

biosimi lars? Please explain your answer. 

 

3. Should measures be put  in place to manage the pract ices you have 

ident i fied in your  answers to sect ion G, quest ions 1 &  2? 

 

Observations and comments are welcome on any aspect of biosimilar  

medicines, and not just the issues identified in this consultation 

paper . 
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THE CONSULTATI ON PROCESS 

The consultat ion per iod wi l l  run for  6 weeks unt i l  September 22nd 2017. Any 

submissions received after  this date may not  be considered. 

The prefer red means of response is by emai l to: 

biosimi lar_consultat ion@health.gov.ie 

Al ternat ively, your  response may be posted to: 

Biosimilar  Medicines Consultat ion 

Community Pharmacy Policy Unit  

Department  of Health 

Hawkins House 

Dubl in 2, D02 VW 90 

I reland 

Please include your contact  detai ls i f responding by post . 

 

Freedom of I nformat ion  

Responses to this consultat ion are subject  to the Freedom of I nformat ion 

Acts. Part ies should also note that  i t  is the Department  intends to publ ish 

responses to the consultat ion on i ts website, www.health.gov.ie, after  the 

deadl ine for  receiving submissions. 

I t  is important  to be aware that , unless you clear ly ident i fy any commercial ly 

or  personal ly sensi t ive informat ion in your  submission, you are making the 

submission on the basis that  you consent  to i t  being made avai lable in ful l  on 

the Department  of Health website. Potent ial ly defamatory mater ial  wi l l  not  

be placed on the website. 

What  happens after  this consultat ion? 
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Submissions received for  this consultat ion wi l l  be published on the 

Department  of Health website. They may be used to inform the development 

of the Nat ional Biosimi lar  Medicines Pol icy in I reland. 

The Department  reserves the r ight  to fol low up with any respondent . 


