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Agenda

• Setting the scene about HTA in Europe

• Why to use HTA?

• Best practices about HTA based on 

European experiences.

• Do’s and Don’t’s in HTA.

• Q&A - Debate



Fuente: http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/pricing-reimbursement/national-systems/index_en.htm







Why to use HTA?

“Legal” reason





What can we gain by using HTA?

Transparency?



What can we gain by using HTA?

EFICIENCY



• HTA report

• Therapeutic report.

• Economic evaluation 

(QALYs, ICER, etc) 

with different 

Perspectives (social, 

payer, …)

• …

Price

Reimbursement 

level

Utilisation rules

Assessment of 

value

Expenditure/ 

Revenue

Decision 

making

FROM ASSESSMENT TO MONEY

1 2 3

Timing uptake



NOT ONLY HTA for Pricing and Reimbursement, but also GUIDELINES





Most credible ICER for technologies appraised by 
NICE 2007 – Sept 2013
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Fuente: Dr. Freiberg. NICE International



García-Mochón L, Espín Balbino J, et al. HTA and decision-making processes in Central, Eastern and South Eastern Europe: Results from a survey. 

Health Policy. 2017. pii: S0168-8510(17)30085-4.



Individual NHS Trusts Janssen-Cilag

Provision of stock for first 4 cycles 

for each patient at cost to NHPatient initiated on Velcade

Respond withim 4 cycles Fail to respond within 4 cycles

Discontinue Velcade

Trust claims for replacement 

stock or credit

Continue on Velcade at cost 

to NHS

Replacement stock or credit at 

cost to Janssen-Cilag

Audit if “unusual” rebate pattern

Velcade Risk-Sharing Scheme

Fuente: PPR Sept 07

A YES means YES; a NO means “Pershaps”



MEDICINE INDICATION

Gefitinib
(IressaR)

1st line locally advanced or metastatic non 
small lung cancer

NICE Approved drug 

Sunitinib
(SutentR)

1st line advanced/metastatic RCC NICE Approved drug 

Sunitinib
(SutentR)

Unresectable or metastatic GIST NICE Approved drug 

Sorafenib
(NexavarR)

1st and 2nd line
advanced RCC 

NICE Rejected drug

Sunitinib
(SutentR)

 2nd line advanced RCC NICE Rejected drug

Cetuximab
(ErbituxR)

Metastatic colorectal cancer NICE Approved drug

Lenalidomide
(RevlimidR)

Relapsed myeloma NICE Approved drug

Ranibizumab
(LucentisR)

Wet age related macular degeneration NICE Approved drug

Trabectedin
(YondelisR)

Treatment of advanced soft tissue
sarcoma

NICE Approved drug

Lapatinib
(TyverbR)

Metastatic breast cancer NICE Rejected drug

Bortezomib
(VelcadeR)

Relapsed myeloma NICE Approved drug

Cetuximab
(ErbituxR)

Metastatic colorectal cancer -
pretreated

NICE Rejected drug

Sorafenib
(NexavarR)

Hepatocellular carcinoma (advanced and 
metastatic) –1st line

NICE Approved drug

Erlotinib
(TarcevaR)

Non small cell lung cancer NICE Approved drug

Azacitidine
(VidazaR)

myelodysplastic syndrome, chronic 
myelomonocytic leukaemia and acute 

myeloid leukaemia
NICE Rejected drug

Bevacizumab
(AvastinR)

1stline treatment of metastatic colorectal 
cancer –negative ACD

Not reviewed by NICE

1st line treatment of metastatic breast 
cancer in combination with taxane 
chemotherapy

Not reviewed by NICE

Degarelix
(FirmagonR)

advanced hormone dependent prostate 
cancer

NICE Approved drug

Payment of a fixed sum for a 
patient commencing on a 
regimen irrespective of
actual costs incurred

Reimbursement of initial 
phase of treatment

Reimbursement of 
treatments after an agreed 

period

Reimbursement for 
treatments that do not 

result in anticipated benefits

Discount applied to the total 
monthly cost

Everolimus
(AfinitorR)

2nd line treatment of advanced and/or 
metastatic RCC– negative ACD

Not reviewed by NICE

Other

NICE Technology 
Appraisal

A

B

C

D

F

E

B+E

Link: http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/risksharing_oncology_012011_en.pdf



AN IMPORTANT IMPLICATION



Fuente: http://healthcare.blogs.ihs.com/2012/02/02/amnog-german-health-reform-pharma-market-access-2012/

COST EFFECTIVENESS v. THERAPEUTIC BENEFIT





Fuente: http://ec.europa.eu/enterprise/sectors/healthcare/competitiveness/pricing-reimbursement/national-systems/index_en.htm

COORDINATION!!!!!!



Assessment of Clinical / Therapeutic Benefit

Actual Benefit (AB);

Severity of disorder

+ Clinical effectiveness

+ Impact on public health

Major

Important

Moderate

Low

Insufficient

Improvement in Actual Benefit

Added Value compared to 

existing treatments (IAB)                         

.                                                     

.             I   Major

II  Important

III Moderate

IV Minor

V  No Improvement

Assessor: Transparency Committee /

High Authority for Health (HAS) /

CLEAR CRITERIAS





Do’s and Don’t’s (I)

• HTA is not only pricing and reimbursement; also 

for defining health priorities, setting guidelines 

(do not do)…

• A explicit cost effectiveness threshold is NO

mandatory; clear rules and transparency in the 

process, YES.

• Training and capacity building is the first step

• Misalignment of HTA with decision making 

needs



Do’s and Don’t’s (II)

• Clarifying the roles and responsibilities of the 

different stakeholders

• Financial resources and specific funding 
(considering HTA as investment and not as cost).

• HTA body independence. 

• HTA can play a difference roles: Advisory 

(NICE); Regulatory (TLV) or Coordination

• HTA is not only CE studies but also MCDA…

• HTA is not for introducing new HTA, also for 

disinvestment



Thank you very much for your attention. 

jaime@easp.es


