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A global price management
system: Bringing price management in the pharmaceu cal
industry into the 21st century
By Anish Shah
Budget pressures and rising healthcare costs have increased national payers’ interest in
international price referencing: a price control process whereby a country references
pharmaceutical prices in other countries in order to inform the setting of its own
price. The early applications of international price referencing involved small groups
of reference countries and were conducted at the launch of a product. Since then,
use of international price referencing has become increasingly sophisticated; many
(specifically non-European) countries now reference across multiple regions and at
regular intervals post-launch.
This increased level of complexity poses a significant challenge to pharmaceutical companies and necessitates that they pay careful attention to global prices and the development of international price referencing rules. A lack of post-launch global price governance and visibility, coupled with a lack of constant reconsideration of international
price referencing rules, can potentially result in pricing mistakes that cost companies
millions of dollars.
- Continued on page 9

Beyond AIFA: Naviga ng the next
phase of Italian market access
nego a ons
By Hassan Bruneo and Carlo De Risi

and much more...

When seeking reimbursement for a pharmaceutical in Italy, manufactures must first
negotiate a price with the Italian Medicines Agency (AIFA). Once an agreement is
reached, the drug is able to be reimbursed at the negotiated price. However, for most
prescription drugs, the agreement does not mean that the product will be reimbursed
throughout Italy. In fact, twenty-one different regional adoption processes remain, and
each presents a significant market access hurdle for manufacturers.
Each of the 21 Italian regions is responsible for its own health care costs and is
required to repay any hospital expenses that exceed established budgets, including
pharmaceutical overruns.
- Continued on page 12
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Recent developments in global
pricing & market access
Branded pharma to face the (price)
chop in England?
Change for the UK pharmaceutical pricing industry is on its
way. In addition to the much discussed implementation of
Value Based Pricing (VBP), the renegotiation of the Pharmaceutical Price Regulation Scheme (PPRS) is also expected, as the scheme will expire at the end of 2013.
The PPRS is the pricing scheme currently in place to govern
the prices of branded drugs sold to the NHS (exempting
generics and OTC medicines); its terms are usually decided
upon for a 5-year period, after which they are open for
renegotiation. This renegotiation can involve across-theboard price cuts or price increases for all drugs governed
by the PPRS. In the past, changes have ranged from +1.9%
(January 2010) to -3.9% (Feb 2009). After the expiry of the
current PPRS, VBP will govern pricing of new-to-market
and innovative drugs, and the PPRS will be the pricing
scheme for most of the branded drugs currently on the
market.
The DoH has put out a consultation to garner opinions on
what the terms of the new PPRS should be. This consultation document states that the DoH is considering price
cuts within a range of 10% to 20%. If such price cuts are
implemented, these would be some of the highest ever
inflicted on PPRS drug prices, so renegotiation presents a
threat to industry.
As Parliamentary Under Secretary of State for Quality Lord
Howe explains, “We want to make sure we get the best
possible outcomes for all NHS patients with the resources we have. We cannot simply spend more and more on
drugs; this would mean spending less and less elsewhere.”
The coming months will see the industry waiting for more
details on PPRS potential price cuts, as its impact on currently available branded products becomes clearer.

Cancer drug fund extended to 2016
On September 28, 2013, Prime Minister David Cameron
announced a two-year extension of the Cancer Drugs
Fund (CDF), a fund established in 2011 to reserve £200M
for cancer therapies. The CDF list includes many common
oncology therapies that are either pre-NICE evaluation or
deemed insufficiently cost or clinically effective to justify
widespread NHS use.

NIC makes everybody play nice
A new NHS body, the ‘NICE Implementation Collaborative’ (NIC), is a fresh partnership between the NHS, the
pharmaceutical industry, and healthcare professional bodies. NIC aims to improve CCG implementation of positive
NICE recommendations: a response to the wide variation
across England in the uptake of NICE-approved drugs, as
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highlighted in the ‘ABPI Briefing Trends in access to Medicines’, March 2013. NIC describes its own establishment
succinctly, stating that “the spread of innovation is a challenge in all industries, but the scale and complexity of the
NHS poses particular difficulties.”
The signing of the NIC Concordat facilitates collaboration
among NHS and other stakeholders to improve NICE recommendation implementation. So far, it promises to overcome barriers to NICE guidance implementation, to prevail
over NHS budgetary pressures, to ensure that clinical expertise is used for innovation, and to support innovation in
the system via greater transparency of information locally.
Despite their statutory obligation to fund drugs recommended by NICE, some are not included on certain local
formularies, contributing to the “postcode lottery” of the
NHS. In theory, the CCGs should implement NICE guidance
within 90 days, thereby ensuring that new medicines are
available for clinicians to prescribe. However, empirical
evidence shows that this does not always happen. In its
effort to analyze and overcome access barriers, NIC announced four pilot studies in March 2013 that focus on
the following topics:
•

Prolia (denosumab) for post-menopausal women
with osteoporosis

•

Novel oral anticoagulants for the prevention of stroke
in patients with atrial fibrillation

•

Insulin pumps in Type 1 diabetes mellitus

•

Natriuretic peptide testing in heart failure

Consider Pilot 1: NIC will focus on understanding the underlying reasons for the poor uptake of denosumab on
CCG formularies in England despite its positive NICE TA
(published October 2010). Data from March 2013 showed
that 11% of PCTs (as they were then known) still had no
guidance or formulary inclusion for denosumab, and 28%
continue to restrict the drug to secondary care only. NIC
aims to better understand the core reasons for poor performance and determine how best to overcome barriers
to uptake.

Italian Medicines Agency (AIFA) to
speed up P&R process
On July 17, the Italian parliament passed an amendment
to law 189/2012 in an effort to accelerate the P&R process
for orphan drugs, drugs of exceptional therapeutic importance (determined by AIFA)1, and hospital-only drugs.
As a result of this amendment — an initiative led by Minister of Health, Beatrice Lorenzin — AIFA must conduct
the P&R process for these drugs within 100 days (Aimed
at 180 days for non-qualifying drugs, though a 2009 study
1 Drugs of excep onal therapeu c importance include: Drugs for the treatment
of severe diseases (diseases that are fatal, induce hospitaliza on, are life-threatening, or can induce permanent inability, e.g., cancer, HIV, Parkinson’s disease),
drugs for orphan diseases, drugs for diseases without recognized standard treatment, drugs with major benefits in clinical endpoints (e.g., increased survival
rate and/or quality of life) or validated surrogate endpoints.

by Pammolli and Integlia revealed an average timeline of
226 days).
Following the implementation of this amendment, manufacturers will be able to pursue an expedited path to obtain reimbursement by the National Health Service for
the abovementioned drugs. To provide expedited service,
AIFA will:
• Prioritize P&R requests for qualified drugs over
pending requests for others
•

Convene extraordinary sessions of the requisite
committees when necessary to meet deadlines

•

Solicit requests for P&R (if not already submitted by
the manufacturer) within 30 days of market authorization (manufacturers will have 30 days to respond)

This amendment helps critical drugs to more quickly reach
those who can benefit, and it improves regulator-industry
relations. Perhaps most importantly, it widens the gap between the pathway for these drugs and the pathway for
all other drugs. Consequently, it has become even more
crucial for pharmaceutical manufacturers to demonstrate
that their products provide a significant health benefit to
AIFA.

New report demonstrates success of
aggressive measures to slash generic
prices
Historically, Canada has paid more than other countries for
generics: a 2007 NPDUIS2 report exposed a trend of higher
prices for generics in Canada vs. 11 comparison markets.
Since then, Canada has taken aggressive measures to reduce generic drug prices. A 2013 follow-up report, NPDUIS’
“Analytical Snapshot: International Generic Price Comparison, Early 2011”3, documents the preliminary success of
these measures by evaluating head-to-head and average
overall foreign-to-Canada prices from 2008 to 20114.
Measures to reduce generic prices included price cuts and
policy changes on provincial and national levels. Consider
Canadian provinces and territories, which autonomously
negotiate and reduce prices. Since 2010, most provinces
have decreased maximum allowable prices of generics to
cut costs (Table 1). But, large provinces with more bargaining power were able to reduce prices more and faster than
small provinces. For example, one of the larger provinces,
British Columbia, reduced price ceilings for generics four
times since 2010, with a fifth reduction planned for 2014.
2 NPDUIS (Na onal Prescrip on Drug U liza on System) is an analy cs group
under the provision of the PMPRB (Patented Medicines Price Review Board), a
na onal body that sets the maximum allowable price for branded agents
3 Six common generics: Atorvas n, Ramipiril, Venlafaxine, Amlodipine, Omeprazole, Rabeprazole
4 NPDUIS evaluated the average foreign-to-Canada and foreign-to-Ontario price
from 2008 through Q1 2011, both head-to-head for certain drugs, and compared
to maximum, minimum, median, and mean overall foreign generic prices for oral
solid prescrip on drugs with annual sales over 1M CAD were analyzed. Eleven
comparator countries were referenced (same as in 2007 report): France, Germany, Italy, Sweden, Switzerland, the UK, and the US, the Netherlands, Spain,
Australia, and New Zealand.
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Generics prices will then be capped at 20% of branded
counterparts. In contrast, the smallest province, Prince
Edward Island, has adjusted price ceilings only once since
2010 to the current cap of 35% of branded counterparts.
National measures to limit generic prices, on the other
hand, reflect a trend toward collaborative price decisions.
Recently, the Council of the Federation (CoF, national coalition) reduced the cost of six common generics to 18%
of their branded counterparts, effective April 2013. Bulk
buying, as seen in the CoF price cut, leverages Canada’s
total bargaining power because provinces negotiate
together.
Such measures have succeeded, and NPDUIS’ 2013 report
captures the initial impact of policies to slash generic prices. Reported results (through early 2011), though preliminary, indicate that generics are quickly becoming cheaper.
During the period of the report, generic prices decreased
faster in Canada than in comparator markets (a rate up to
30% in Canada vs. 1.9% to 21.5% on average in comparator
markets). However, despite aggressive price reductions,
Canadians continued to pay more through 2011. On average, generic prices were 35% lower in comparator countries, potentially due to similar but less aggressive price
reduction policies.

The NDRC aims to reduce overall drug
spend through homogenizing drug
prices
As a result of increasing budget pressure from broadened
healthcare coverage, China enacted new policies to reduce overall healthcare spending on drugs by “homogenizing” drug prices. On July 18, the General Office of the
State Council released “Main Healthcare Reform Tasks in
2013”5, which are guidelines that emphasize two aspects
of the changing drug pricing and reimbursement policies
in China:
National Development and Reform Commission (NDRC)
is looking into new drug pricing and reimbursement
(P&R) mechanisms:
Currently, the Chinese government controls drug expenditure by setting maximum retail list prices and reimbursing
drugs at a fixed percentage of the list prices. Under this
policy, the government often has to pay much more for
branded drugs than for generic drugs that have the same
active ingredients.

To combat this price difference, the NDRC is considering a
mechanism similar to the German “Fixed Reference Price”
system6 in which the Chinese government
Table 1: Maximum price allowable for generics, 2010-2014 by province
would switch from reimbursing a fixed perPROVINCE
2010
2011
2012
2013
2014
centage of list prices to setting a fixed max18% for
All provinces (33.4M)
6 generic drugs*
imum reimbursable amount for groups of
25%
Public
drugs with the same or similar active ingreOntario (12.9M)
Private
50%
35%
25%
dients7. If a patient chooses a branded drug
Lowest price
Québec (7.9M)
policy
with a retail price above the maximum re50% existing,
imbursable amount, the patient must pay
40%
35%
25%
20%
British Columbia (4.4M)
42% new
the difference. These rules may significant56% existing,
Alberta (3.6M)
35%
18%
45% new
ly increase out-of-pocket costs for patients
Generic drug pricing is subject to Utilization Management Agreements with the manufacturers that
and pressure branded drug manufacturers
Manitoba (1.2M)
declare that the price of a generic is equal to that of other select provinces.
to lower prices.
45% existing,
Saskatchewan (1M)

40% new,
35% selected

35%

Nova Scotia (922K)

45%

40%, then 35%

New Brunswick
(751K)
Newfoundland and Labrador
(515K)
Prince Edward Island (140K)

40%, then 35%

25%

45%, then 40%

40%, then 25%

The NDRC is developing measures to
achieve “reasonable” reductions in drug
prices:

35%

*After April 1, 2013, the provincial generic pricing policies ceased applying to the six drugs subject to the 18% pricing policy enacted by the Council of the Federation.
Though Quebec did not participate in the Pan-Canadian Competitive Value Price Initiative for Generic Drugs, it received the same price because of the lowest price policy.
KEY
(Allowable % of brand cost)

≥40%
of branded

30% – 40%
of branded

20% – 30%
of branded

≤10%
of branded

By documenting the market’s early evolution, the report
foreshadows sustained change. Canada has continued to
take forceful measures to limit generic prices since 2011
and will continue in the future. To succeed in Canada,
manufacturers of both branded and generic drugs must
adapt to this facet of the evolving healthcare market.

4

Proposed measures to achieve reasonable
reductions in drug prices include: a) establishing government-guided pricing based
on manufacturing costs, tender prices, and
pharmacy retail prices, and b) curbing illegal business practices to reduce the overall
costs of conducting business.

5 “Main Healthcare Reform Tasks in 2013”; July 18th, 2013; h p://www.gov.cn/
zwgk/2013-07/24/content_2454676.htm
6 “Na onal Development and Reform Commission is looking into a new round
of reform of drug pricing and reimbursement policies”; August 9, 2013; h p://
finance.chinanews.com/jk/2013/08-09/5141775.shtml
7 “China mulls fixed reimbursement by ac ve ingredient”; August 2, 2013;
h p://www.scripintelligence.com/home/China-mulls-fixed-reimbursement-byac ve-ingredient-345586
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The NDRC has started to pave the way for price reductions. In July 2013, it launched a major investigation into
60 pharmaceutical companies to evaluate drug manufacturing costs8,9. The investigation focused on collecting information in two steps: a price survey to collect exmanufacturer prices of select reimbursed drugs, and
then an on-site investigation to audit company operating
expenses (e.g., sales and marketing expenses).
The government has also begun to investigate kickbacks
and bribes in the pharmaceutical industry. Multiple Multinational Corporations (MNCs) have been contacted by
government investigators.
Through establishing fair competition and “reasonably”
reducing drug prices, the government aims to strike a balance between healthcare budget control and healthy development of China’s pharmaceutical industry.
Overall, these new policy developments may lead to additional mandatory price cuts as well as to reduced price
potential for branded off-patent drugs in an increasinglyregulated China market.

April 2014 consumpƟon tax increase
to impact price revision of NHI-listed
drugs
In a well-publicized move, the Japanese government, burdened by more than $10 trillion in debt, plans to double
the country’s consumption tax rate by 2015. Although the
official tax schedule changes have yet to be finalized, the
current plan is to increase the tax from 5% to 8% in April
2014, and then to 10% in October 2015. The increased
consumption tax will affect all corners of the Japanese
economy, and pharmaceutical companies should seek to
incorporate a high-level understanding of the subtly shifting landscape in their medium-term strategy.
The tax hike will have a proportional impact on the price
paid by end consumers (NHI list price). In the Japanese
healthcare market, the NHI list price, used in transactions
between patients and medical institutions, is set nationally by the Ministry of Health, Labour, and Welfare (MHLW),
whereas transactions between manufacturers, wholesalers, and medical institutions are freely priced. The increase
in the consumption tax will be levied directly on these free
transactions between wholesalers, manufacturers, and
medical institutions, but it also has implications for transactions between patients and medical institutions. To limit
the extra cost burden the tax imposes on medical institutions, the MHLW will increase all NHI list prices by 2.86%
(the proportional total increase, or 1.08 divided by 1.05).
The tax increase, planned for April 2014, will coincide with
the MHLW’s biannual list price revision process, which
8 “New China price probe a policy portent?”; July 11, 2013; h p://www.scripintelligence.com/home/New-China-price-probe-a-policy-portent-344870
9 “Na onal Development and Reform Commission launches the inves ga on
on drug manufacture cost to pave the road for drug pricing reform”; July 7,
2013; h p://news.xinhuanet.com/fortune/2013-07/07/c_116435972.htm

aims to trim the margins medical institutions make on drug
sales. MHLW will first revise list prices in order to trim current medical institution margins and then apply the 2.86%
increase to revised prices.
The dynamics of price negotiations between wholesalers
and manufacturers are likely to change due to both the
tax increase and the NHI list price revision. Wholesalers
may attempt to place the burden of the increased tax
onto the manufacturer, but the precise impact of shifting
dynamics will remain nebulous until the actual increase.
Because the official rollout of the tax increase is not yet
settled, companies should prepare to flexibly adjust their
pricing strateies to the tax increase schema in anticipation
of potential negotiation and regulation changes. Put simply, manufacturers must determine new optimal prices, as
merely applying the tax to their products is unlikely.

TherapeuƟc PosiƟoning Reports will
inform future naƟonal P&R decisions
July 2013 marked the introduction of the framework for
Therapeutic Positioning Reports (Informe de Posicionamiento Terapéutico, or IPTs) to the Spanish P&R process for
new drugs. IPTs evaluate comparative efficacy and safety
and introduce usage and monitoring criteria for new drugs
or existing drugs seeking approval for new indications. IPTs
also aim to accelerate the P&R evaluation phase and avoid
re-evaluation at the regional or local level.
Figure 1: Flowchart of the TPI process

Phase 1:

Phase 2:

Phase 3:

AEMPS drafts
a technical
report

Two regions review the
technical report and
provide therapeutic
positioning

DGCBSF and CIPM
use the report in
the final
P&R decision

The evaluation will be conducted in three phases (Figure
1). In the first phase, the AEMPS (Agencia Española de
Medicamentos y Productos Sanitarios, the Spanish Regulatory Agency) will develop a draft technical report. The
second phase involves the Spanish regions: so far, 11 out
of 17 regions have signed up. Two regions will be assigned
to each IPT and will review the technical report, comment,
and provide a justified therapeutic positioning and any
pertinent usage criteria. In the final step, the AEMPS and
assigned regions will collaboratively assemble a final single
report. Then, they will send the report to the DGCBSF (Dirección General de Cartera Básica de Servicios y Farmacia,
the department within the Ministry of Health in charge of
the P&R dossier review) and then to the Interministerial
Medicine Pricing Committee (Comite Interministerial de
Precios de Medicamentos, CIPM, the committee in which
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the final pricing decision is made) so the positioning and
usage recommendations can be considered in the final
P&R decision. Once the P&R decision is made, the TPI will
be finalized with the inclusion of the comparative economic evaluation and budget impact before final publication.
The first drugs to undergo the new standardized TPI process will be pomalidomide (multiple myeloma), Imvanex
(vaccine), Voncento (hemophilia), Lojuxta (Homozygotic Familial Hypercholesterolemia ), Lonquex (multiple
sclerosis), and Somatropin (growth hormone deficiency
syndromes), among others (Table 2).
Table 2: Drugs scheduled to undergo TPIs
BRAND NAME (active substance)

INDICATION

Cholib (fenofibrate / simvastatin)

Dyslipidemia

Lemtrada (alemtuzumab)

Multiple sclerosis

Procysbi (mercaptamine)

Nephropathic cystinosis

Stivarga (regorafenib)

Metastic colorectal cancer

Tafinlar (dabrafenib)

Melanoma with BRAF V600 mutation

Vipidia (alogliptin)

Type II diabetes

Vipdomet (alogliptin / metaformin)

Type II diabetes

Incresync (alogliptin / pioglitazone)

Type II diabetes

Tybost (cobicistat)

HIV

Ultibro Breezhaler and Xoterna Breezhaler
(glycopyrronium bromid / indacaterol)

COPD

Giotrif (afatinib)

NSCLC with EGFR expression

Defitelio (defibrotide)

Severe hepatic veno-occlusive disease

Abilify Maintena (aripiprazole)

Schizophrenia

Invokana (canagliflozine)

Diabetes

Kadcyla (trastuzumab)

Breast cancer

Novo Eight (turoctocog alfa, recarbinat FVIII)

Hemophilia

Relvar Ellipta (fluticasone furoate)

COPD

Vitekta (elvitegravir)

HIV

Xofigo (radium Ra 223 dichloride)

Prostate cancer

Andalusia’s proposed framework to increase
compeƟƟon via “Equivalent TherapeuƟc AlternaƟves” has been temporarily suspended
The regional health authorities in Andalusia have been creating a controversial “Equivalent Therapeutic Alternatives
(ETAs)” Agreement Framework. The purpose of ETAs is to
stimulate competition with the aim of lowering prices for
the region, as only the lowest price agent in each ETA will
be purchased as the standard 1st line option. In the new
framework, ETAs will be based on indication rather than
active substance: drugs that share a therapeutic indication will be grouped in an ETA. For example, the VEGF mAb
Avastin for mCRC will be competing in the same ETA as the
EGFR mAb’s Erbitux and Panitumumab. A total of 22 indications covering almost 50 active substances have been
included in the agreement framework (Table 3). Although
Andalusia hopes manufacturers will present better offers
when the official tendering process begins, the maximum
allowable tender prices are currently in-line with official
ex-manufacturer prices.
The Agreement Framework has been temporarily suspended by the magistrates based on industry complaints.
Although it is unclear whether the agreement framework
will proceed, Andalusia’s decision to create a new framework will have important market access implications in
Andalusia and throughout Spain.

Are price and access differences across
Spanish regions really set to become a thing
of the past?
Figure 2: Recent risk-sharing agreements in Spain

Reports will also be developed for drugs launching in
new indica ons. Drugs currently under review are Glivec,
Lucen s, Prevenar, Tysabri, and Soliris.

Fampyra

The Interministerial Pricing Commi ee is also reques ng
GCPT-authored usage protocols for certain drugs. Such
protocols would outline a drug’s condi ons of use and
public healthcare reimbursement. To date, usage protocols for Soliris and Arzerra have been requested. Soliris’
usage protocol would apply to its new indica on: Paroxysmal Nocturnal Hemoglobinuria in children. A usage
protocol for Arzerra may signal changing reimbursement:
Though Arzerra was approved by the Spanish Medicines
Agency in June 2010 for chronic lymphocy c leukemia, no
P&R agreement has yet been reached.

MS patients
with EDSS
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For the moment, TPIs will not be conducted for biosimilars
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Table 3: Overview of the indications and active substances included in the agreement framework
DEFINITION*

LOT

ACTIVE SUBSTANCES FOR TENDER BY LOT

1

PROTON PUMP INHIBITORS

ESOMEPRAZOLE / OMEPRAZOLE / PANTOPRAZOLE

2

BETA-GLUCOCEREBROSIDASE to initiate or switch patients with Gaucher’s disease

IMIGLUCERASE / VELAGLUCERASE

3

AGALSIDASE to initiate or switch patients with Fabry’s disease

AGALSIDASE ALPHA / AGALSIDASE BETA

4

2nd or 3rd generation RECOMBINANT FACTOR VIII to initiate or switch patients with hemophilia A

OCTOCOG ALPHA / MOROCTOCOG ALPHA

5

ERITOPOYESIS STIMULATING FACTORS for the treatment of anemia associated with Chronic Renal Failure

6

ERITROPOYESIS STIMULATING FACTORS for the treatment of anemia in adults who receive chemotherapy

7

EPOETIN to increase the production of autologous blood in patients included in pre-donation programs

EPOETIN ALPHA / EPOETIN BETA / EPOETIN ZETA

8

RECOMBINANT FOLITROPIN for controlled ovary stimulation in fertility treatments

RECOMBINANT FOLITROPIN ALPHA /
RECOMBINANT FOLITROPIN BETA

EPOETIN ALPHA / EPOETIN BETA / EPOETIN ZETA / EPOETIN
THETA / PEGYLATED EPOETIN BETA / DARBEPOETIN
EPOETIN ALPHA / EPOETIN BETA / EPOETIN ZETA /
EPOETIN THETA / DARBEPOETIN

11

SOMATROPIN to initiate or switch patients due to medical criteria in replacement therapy of endogenous
growth hormone in adults
SOMATROPIN to initiate or switch patients due to medical criteria in pediatric patients with growth deficiency
secretion syndromes
CASPOFUNGIN or MICAFUNGIN or ANIDULAFUNGIN for the treatment of invasive candidiasis in adult patients
without neutropenia

12

PROTEASE INHIBITORS for the treatment of chronic hepatitis C in monoinfected patients

BOCEPREVIR / TELAPREVIR

13

MONOCLONAL ANTIBODIES in patients with metastic colorectal cancer with native KRAS

BEVACIZUMAB / CETUXIMAB / PANITUMUMAB

14

LHRH ANALOGS for the treatment of hormone-dependent prostate carcinoma MONTHLY ADMINISTRATION

GOSERELIN / LEUPRORELIN / TRIPTORELIN

15

LHRH ANALOGS for the treatment of hormone-dependent prostate carcinoma QUARTERLY ADMINISTRATION

BUSERELIN / GOSERELIN / LEUPRORELIN / TRIPTORELIN

16

LHRH ANALOGS for the treatment of hormone-dependent prostate carcinoma BI-ANNUAL ADMINISTRATION

LEUPRORELIN / TRIPTORELIN

17

PEGYLATED INTERFERON to initiate treatment or switch patients due to medical criteria with chronic hepatitis C

18

ANTI-TNF and ANALOG BIOLOGICAL PRODUCTS to initiate treatment for patients with Rheumatoid Arthritis

19

ANTI-TNF and ANALOG BIOLOGICAL PRODUCTS to initiate treatment for patients with Ankylosing Spondilitis

ETANERCEPT / INFLIXIMAB / ADALIMUMAB / GOLIMUMAB

20

FINGOLIMOD / NATALIZUMAB for treatment in 2nd line Multiple Sclerosis

FINGOLIMOD / NATALIZUMAB

21

BOTULINUM TOXIN TYPE A for the treatment of blepharospasm, sporadic cervical dystonia and secondary
spasticity in adult stroke patients

BOTULINUM TOXIN TYPE A

22

FOLIC ACID DERIVATIVES for prophylaxis and treatment of folic acide antagonistic toxicity

CALCIUM FOLINATE / CALCIUM LEVOFOLINATE

9
10

SOMATROPIN
SOMATROPIN
CASPOFUNGIN / MICAFUNGIN / ANIDULAFUNGIN

PEGYLATED INTERFERON ALPHA 2A /
PEGYLATED INTERFERON ALPHA 2B
ABATACEPT / ETANERCEPT / INFLIXIMAB / ADALIMUMAB /
CERTOLIZUMAB PEGOL / GOLIMUMAB / TOCILIZUMAB

In the case of the definition of each lot, the following statement applies: “when no critical factors exist to condition treatment choice”

Though both briefs above discuss potential regional differences for price and access, there are currently efforts
to harmonize these decisions across the country. Though
regions have historically negotiated prices and made reimbursement and access decisions independently, in July,
legislation was passed mandating increased uniformity
across Spanish regions. This legislation states drug catalogue decisions, price, and access conditions for drugs
funded nationally must be identical across regions. How
this legislation will affect regional pricing and reimbursement negotiations remains to be seen.

National payers in Spain seek novel agreements to reach P&R decisions for new drugs
In order to guarantee the sustainability of Spain’s public
healthcare system, the MoH is considering alternative formulas to approve new drug, like risk-based agreements
(Figure 2).
The first national risk-sharing agreement was approved in
May 2013 for Tigenix’s cell therapy ChondroCelect (indi-

cated for regenerating knee cartilage).The agreement uses
a sliding scale of implant duration to determine Tigenix’s
share of reimbursement. Tigenix will pay in full for the
therapy if the implant fails within a year of implantation,
pay half of the therapy cost if the implant fails during the
second year, and pay one-fourth of the therapy cost if the
implant fails during the third year.
Risk-sharing agreements have continued. In September,
Biogen Idec and the MoH reached an agreement for the
new multiple sclerosis drug Fampyra. In this agreement,
Biogen Idec will pay for the first two weeks of treatment
for every patient. If the patient responds to Fampyra, as
measured by a walking test, the MoH will continue to fund
the treatment.
As a result, manufacturers should prepare for and anticipate conditional pricing and reimbursement requests
from the Spanish MoH, especially for high cost drugs with
limited real-world experience. In addition, manufacturers
should be ready to implement these requests with data
collection and monitoring programs.
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Enrollment opened for health insurance
exchanges Oct 1
October 1 represented an important date for one key Affordable Care Act initiative: Enrollment opened for the
new health insurance exchanges. These state-specific
marketplaces allow individuals to compare and enroll into
new private insurer plan offerings, ultimately establishing
a new commercial insurance segment for 2014. According
to the Congressional Budget Office, total enrollment in exchange plans is expected to reach 7 million in 2014 and at
least 22 million by 2016.

tion. Insurers will likely break new ground in implementing cost-containment measures above and beyond what is
currently seen in today’s large group plans. Some of these
exchange plan strategies may be successful, while others
many not. Developments in the exchanges deserve close
watching as plan offerings evolve each year and successful cost-containment strategies in the individual and small
group markets potentially make their way into traditional
large group plan design.

How is exchange plan enrollment expected
to unfold?
Monthly premiums are expected to drive enrollment
across the exchanges, according to a handful of recent
studies, including one from Blue Cross & Blue Shield Rhode
Island. Consumers in the BCBS study most frequently
ranked monthly premiums as their primary decision factor,
ahead of other factors including out-of-pocket maximums,
prescription drug benefits, and network provider access.
These dynamics provide private insurers with a tangible
reason to keep monthly premiums low—to effectively
market their plan(s) to prospective exchange beneficiaries.
These dynamics also provide some insight into what we
can expect from exchange plans. In order to keep monthly
premiums low, insurers are expected to implement more
aggressive cost containment measures relative to their
traditional commercial plans. Although specifics may vary
by plan, state, and year of implementation, three central
cost containment measures appear likely: limited provider
networks, greater patient cost-sharing, and more restrictive formulary design.
Limited provider networks and increased patient costsharing were included in the first design iteration of exchange plans, as both measures have already been used to
some extent by private insurers. Through limited provider
networks, insurers aim to reduce costs by restricting beneficiaries’ provider options to high-value, low-cost provider
groups. With greater cost-sharing responsibilities, insurers
prompt patients to more frequently consider cost when
deciding between treatment options. Details on increased
cost-sharing have emerged with some states already revealing the high copays insurers will be charging for branded prescription drugs (all branded drugs will have high copays, although how high the copays will be varies by state).
The third key measure, more restrictive formulary design,
may not fully take shape until subsequent years once plans
have implemented other cost-containment measures.
While health insurance exchanges represent a new opportunity for pharmaceutical manufacturers, access to this
new market segment may be highly variable based on the
plan, the state, and the stage of exchange implementa-

8
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A global price management system:
Bringing price management in the
pharmaceu cal industry into the
21st century
ConƟnued from page 1
Avoiding such mistakes requires vigilant monitoring of
prices and price referencing rules. Understanding how
products are priced globally and how individual prices are
linked together by international price referencing regulations can be used to assess potential risk areas and to
inform difficult business decisions, such as – even as a
last resort – the withdrawal of a product from a market
in the face of an internationally unsustainable mandated
price decrease. This necessitates ensuring that all personnel working in Pricing & Market Access are equally wellversed in international price referencing rules and their
own products’ prices, which are in constant flux. A global
price management system: a software solution that provides real-time information and decision support for pricing personnel, can aid in the development and maintenance of a consistent global pricing strategy and support
pricing decision-making.
In addition to product price and price referencing rule
monitoring, a global price management system allows
companies to provide rapid access and facilitate easy updates to any and all data relevant for making pricing decisions. Furthermore, the system can be integrated with existing pricing approval and governance processes to allow
for clear, fully-informed, and properly escalated pricing decisions. The system can be customized to fit the needs of a
given company and can contain an assortment of features
including, but not limited to, price monitoring, international price referencing rule tracking, regional and global
price floor management, price change scenario modeling, report generation, and company-wide pricing governance. Each of these features can be used to support an
organized, unified, and ultimately successful global pricing
strategy for each of a company’s pharmaceutical products.
Component 1: Up-to-date and easily accessible pricing
data
Keeping track of product prices across many countries is
a major challenge for many pharmaceutical companies.
The myriad different price metrics (e.g. ex manufacturer,
ex wholesaler, ex pharmacy, public price), product-specific
discount levels, and distribution channels that exist can
make it difficult for a company to identify a single price for

a product in a country. Many companies implement adhoc centralized solutions to keep track of different prices
and metrics, but these often have shortcomings that limit
their effectiveness. They are often developed in a format
that is difficult to manage and update (such as an Excel
spreadsheet), implemented in a fragmented manner (i.e.,
only for a particular region and/or product category), or
neglected by other pricing personnel to the point that
the there is no longer confidence that the information
contained is up-to-date.
The shortcomings of these price tracking solutions
often require pricing managers to reach out to their
counterparts in other countries and specifically request
information each time that a specific price for a specific
product is needed. However, the time lag associated
with multiple rounds of communication can make this
process highly inefficient. Since many pricing activities
that require knowledge of prices in other countries (e.g.,
pricing approval submissions, price change decisions) can
be extremely time-sensitive, this process is not effective
for situations where millions of dollars may be at risk.
A global price management system addresses the
shortcomings of these commonly used price tracking
methods by storing global pricing data in a centralized,
easily accessible database that is designed to facilitate
rapid and regular data updates. The price tracking/
monitoring functionality of a global price management
system eliminates the need for constant back-and-forth
communication by pricing managers and is designed
to allow users to instantly look up the pricing data they
require. The system can be configured to send out regular
reminders for data updates, which should ensure that all
data stored within the system is as up-to-date as possible.
Component 2: Navigation through the web of
international price referencing
International price referencing rules are constantly
evolving. In the past, international price referencing was
utilized by countries primarily at the launch of a product.
Now, post-launch price referencing (or “re-referencing”)
has become commonplace. In addition to reference
timing, countries often update the detailed rules they use
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to calculate reference prices from the groups of countries
they reference (also known as “referencing baskets”).
Between 2004 and 2011, 19 EU countries amended their
international price referencing rules, and many of these
rules have become more nuanced and aggressive. For
example, some countries now apply specific referencing
rules by product types (i.e., hospital vs. retail vs. out-ofpocket vs. tender) and request prices inclusive of any
hidden discounts that might be granted to certain payer
authorities (i.e., net ex-manufacturer prices). Along with
more sophisticated and aggressive rules, countries are
expanding their referencing baskets to include referencing
across many global regions (e.g., Brazil, Japan, and Saudi
Arabia).

Component 3: Defining pricing decision-makers
The success and utilization of a global price management
system strongly depend on the internal global pricing
governance processes that are established around the
system and around pricing as a whole. The system should
be designed to fit a company’s existing pricing governance
structure or should be implemented alongside a new
pricing governance structure that clearly defines roles,
responsibilities, processes, and hierarchies for pricingrelated activities, including the role of the global price
management system across local, regional, and global
affiliates and personnel. The governance structure should
address who is responsible, accountable, consulted,
and informed when pricing or product discontinuation
decisions are being made. Special consideration should be
given to the different international (intra- or inter-regional)
price referencing impact scenarios that can arise from a
mandatory or voluntary price change in a specific market.
A final approver and decision-maker should be defined for
each of these scenarios and for when conflicting interests
among regions or affiliates arise.

A global price management system can support the
development and enforcement of a company’s global
pricing strategy by cataloging information on international
price referencing rules. Knowledge of price referencing
rules can specifically aid in activities such as international
price corridor development, which requires defining a
product price corridor and floor price within a region for a
specific product. (Figure 1).

A clear mapping of stakeholders, their responsibilities,
and their engagement level should be developed in
order to optimize the use of the system. The global
price management system can support this through
embedding escalation hierarchies and facilitating price
change requests, notifications, and approvals within the
software itself. This allows for faster responses to requests
that are often urgent, and also allows for a clear audit
trail of pricing decision approval. Additionally, the global
price management system can assign users specific access
levels (e.g., individual country, single region, multi-region,
global), which can limit the amount of visibility and/or

As with pricing data, international referencing rules can
be easily updated in a global price management system.
Easy access to current information on how product prices
are interconnected will allow companies to make better
informed pricing decisions. A global price management
system can also couple a library of international
price referencing rules with global pricing data to run
simulations of potential price changes to assess the
potential international price referencing risk.

Figure 1: The nightmare scenario: Changing the price in one country can have a disastrous effect on pan-European profitability
Ex manufacturer price
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Portugal

Belgium

Sweden

Netherlands

editing ability that any one individual user can have on
the data that is contained in the global price management
system. This type of oversight can ensure that each
user is limited to the functionality that is necessary for
their specific role. Pricing decisions should be made in a
transparent, unambiguous manner, and adherence to a
pricing governance structure will ensure consistency in
adherence to a company’s global pricing strategy for a
specific pharmaceutical product.
Putting it all together: Customized design and
implementation
The key features of a global price management system
have distinct purposes but are interconnected in their
application. Real-time price monitoring of global product
prices allows companies to properly monitor and enforce
price corridors and keep track of the overall pricing health
of a product. An up-to-date international price referencing
rule database can collect and present the details of each
country’s price referencing rules, relationships, and
practices to allow for easy reference by pricing personnel.
A scenario modeling function combines information on
price and international price referencing rules to give a
company the ability to simulate the various international
price referencing effects of a potential price change in a
certain country and assess areas of significant “referencing
risk”. Robust reporting functionality within the price
management system can support the transfer of insights
from pricing personnel to senior management within
a company. Lastly, a global price management system
can incorporate approval hierarchies and audit trails to
facilitate pricing governance and compliance.
In practice, a global price management system can support
strategic business planning and enforcement of global
and regional pricing corridors. The likely effects of a price
change, as modeled using the system’s scenario modeling
function, can be summarized in a report through the
management system and presented as a major component
of a business case that argues for or against a certain
price change request. Senior management at a company
could consult the global price management system’s price
monitoring and price referencing rule database functions
as a part of their regular meetings in order to anticipate
and plan for upcoming price revisions and reviews.
When designing a global price management system to
fit their needs, companies should come to a consensus
on their objectives for the system and prioritize system
features. Key stakeholders from the company who will
champion the development and implementation of the
global price management system should be involved in
the process starting from the design phase. Stakeholders
from all regions should be represented, as there are many
country-specific nuances associated with pricing that
should be accounted for. The successful development
and implementation of a global price management
system requires alignment from all key stakeholders on
scope, features, inputs, outputs, levels of access/visibility,

Figure 2: Components of a global price management system
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limitations, associated processes, and overall objectives.
Simon-Kucher & Partners can support pharmaceutical
companies throughout the entire process of designing,
building, and implementing a global price management
system. In the design phase, Simon-Kucher can facilitate
workshops and conduct internal interviews to gather a
company’s perspective on their desired design and then
incorporate its expertise and project experience to assist
companies in determining the exact inputs, outputs,
features, and functions that are desired for their customized
global price management solution. The actual coding and
development of a global price management system can be
handled by a company’s internal information technology
department or by contracting a specialized software
vendor. Simon-Kucher & Partners can assist companies
in selecting a 3rd party vendor that can best fulfill the
requirements defined in the design phase and support the
build process.
A global price management system: Improving your
business
A global price management system can be a major
component in assisting pharmaceutical companies in
unifying and guiding their global pricing strategies toward
success. The system can allow companies to make efficient
and timely pricing decisions in a fully-informed manner. By
designing a software solution to fit a company’s needs and
supplementing the implementation of the software with
a clearly defined pricing governance structure, a company
can utilize the power of having up-to-date knowledge of
global prices and international price referencing rules to
protect both its prices and profit.
For correspondence related to this article, please contact
Anish Shah at Anish.Shah@simon-kucher.com
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Beyond AIFA: Naviga ng the next
phase of Italian market access
nego a ons
ConƟnued from page 1
As a result, each region has implemented its own system
for controlling drug costs and managing access. Two
regions draw upon diagnostic and therapeutic paths (PDT:
Percorsi Diagnostico-Terapeutici), which are regional
treatment guidelines by which physicians must abide.
However, the vast majority of regions (19 out of 21) rely
upon regional therapeutic formularies (PT: Prontuari
Terapeutici). Therefore, in order for a pharmaceutical to
be accessible to patients across Italy, it must be included
on each region’s formulary.
In order to achieve formulary inclusion in each region while
utilizing its resources most efficiently, a manufacturer
must develop a regional market access plan. A well-made
plan will ultimately need to address four key questions.

turer’s interest in a given region, but the combination of
these factors, weighted by their relative importance, will
ultimately decide the final ranking of each region.

Prepare regional dossiers

A regional dossier is a set of chapters accompanied by
a cover letter and any relevant documentation (e.g.
references, copy of the official bulletin, etc.). Each
chapter develops an argument for the inclusion of the
drug candidate into the regional formulary. The regional
therapeutic committee may use a specific template that
determines which chapters and documentation must be
included in the dossier as well as how the cover letter
should look.
All regional templates resemble one another,
Figure 1: Key questions
and some of the source material is nearly
identical across templates. Information such
Key questions
as market share assumptions and clinical data
What are the
What are the
Who could
How can we act to
must be consistent across regions and with the
relevant regions for regional requests
support
prevent adverse
AIFA P&R template. Often, this information is
the drug we would
for the drug
the process
events that impact
like to launch
inclusion
the overall process ?
in the same sequence and has similar wording.
?
?
?
However, regional templates may also include
Prioritize regions
Prepare regional
Get support from
Monitor
Actions
unique chapters. The materials unique to Sicily
dossiers
regional stakeholders
the process
and Liguria, for example, are fairly extensive.
This may relate to regional laws, as for Sicily, or to clinical
information, as for Liguria. Consequently, pharmaceutical
Prioritize regions
companies must collect each regional template, understand
Applying for access in all regions at the same time
regional requests, and gather relevant regional data. In
presents a formidable challenge for any manufacturer,
fact, they must tailor their submitted materials to all the
so the creation of an action plan that most efficiently
different regional contexts and provide their payer field
utilizes available resources is critical. This can be accomforce with material that is unique for the region. Finally,
plished through a strong analysis and solid background
a consistency check across regional dossiers is necessary
knowledge of the different regions in the selected disease
to ensure the strength of what is submitted, not only
area. By leveraging this knowledge, a manufacturer can
because regions can consult one another about dossier
develop a drug- and disease- specific region prioritization
submissions but also because it is necessary to help gain
strategy that will drive the manufacturer’s regional access
support from regional stakeholders.
activities.
Successful region prioritization requires the consideration
of several factors, which can vary significantly between regions. Such factors include economic indicators (e.g., GDP,
unemployment rate, etc.), health-related statistics (e.g.,
disease prevalence, incidence, presence of specialized
centers, etc.), the manufacturer’s current relationship with
regional stakeholders, the date of the region’s next formulary review, and the presence of specialized centers for the
disease. Each of these factors can influence the manufac-
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Garner support from regional stakeholders
Obtaining support from regional stakeholders is essential
for achieving regional market access. In most regions, PT
inclusion must be requested by a physician who submits
the dossier in support of the drug’s evaluation. With this
legal framework, pharmaceutical representatives must
develop a strong relationship with relevant regional key
opinion leaders (KOLs) before the regional evaluation
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process can even begin. Building a successful relationship
depends on developing strong value messages that attract
KOLs’ attention and strategic communications that support
the product within the scientific community.
Establishing a relationship with some stakeholders within
the regional commission is also critical, as they can help
monitor and manage the inclusion process. To do this, the
manufacturer must reach out to the appointed committee
members and identify those who might have a particular
interest in the drug’s therapeutic area and/or the
manufacturer. Once identified, the manufacturer can build
a relationship with these stakeholders and develop a plan
for working together collaboratively and cooperatively.
Such a relationship can help give the manufacturer a clear
idea on the current status of the process and important
information on possible challenges to achieving formulary
inclusion. These regional stakeholders can also provide
suggestions to support the regional dossier, such as
highlighting its strengths and weaknesses.

Proactively address potential delays
The submission process involves both the affiliate and
global teams. The affiliate will likely be responsible for
overseeing the process. To facilitate this, it is recommended
that the affiliate has the structure in place to create a
subnational payer team that is dedicated to managing the
key regional payer accounts. Since regional payers think
very differently than national payers and physicians, having
a dedicated subnational payer team that can convey the
key messages to regional payers at the right time will help
expedite the access process. The global team, on the other
hand, will likely work with the affiliate to develop specific
arguments and documents, provide additional resources,
and perhaps monitor the process to understand the timing
and to plan activities.
Both parties, global and the affiliate, must monitor each
step of the submission process, keeping in mind the
following questions:
• Is the current task proceeding in a timely fashion?
• What are the main challenges?
• What can be done to avoid hurdles?
If these questions are not considered, the entire process
can be delayed: For example, the submission process
could be postponed to the next commission meeting in
six months, resulting in a six-month loss of sales for the
manufacturer.
A stakeholder-specific dashboard can help internal
stakeholders share data/information and monitor the
process in order to prevent issues that can impact
local market access. Such a tool would collect relevant
information and give a constantly updated picture on the
process’ progress. This information could then be shared
across different managerial levels in order to identify any
hurdles or bottlenecks.
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Depending on the manufacturer’s IT system, it could be
possible to build an effective communication system that
is able to share information in an easily accessible format
such as an app for iPhone, iPad, Android, or Blackberry.
An ideal dashboard enables a general manager to easily
capture and view information about manager activities
related to the drug listing (i.e. the process status, the
expected list date, and any remarks from the regional
manager) (Table 1).
Table 1: General manager dashboard
North Italy
Expected
list date

Manager

Region

Manager 1

Lombardia

15/12

The meeting with Dr. Bianchi is
scheduled for the 1st of October

Manager 2

Veneto

30/12

Dossier submitted. The regional
commission will discuss the
dossier at the end of October

…

…

No activity
done
On time

Process

…

…

Contact opened

Delayed

Status

Remarks

…

Hospital submission
done

Regional submission
done

Drug listed

Blocked

A similar dashboard can be used by regional managers
for their daily work (Table 2). This dashboard can be
automatically linked to the previous one in order to have
the information automatically shared across relevant
internal stakeholders.
Table 2: Regional dashboard
Region Veneto
Status

Activity
Description

Start
date

End
date

Meeting
date

Get
appointment
with KOL

02/09

02/09

Hospital
submission

10/09

30/09

25/09

Hospital submission done. The discussion will
be on the 25th of October

Regional
submission

30/09

01/12

11/11

Dossier submitted. The regional commission will
discuss the dossier at the end of October

Remarks
Dr. Verdi agreed to submit the dossier; therefore,
he will submit it to the hospital commission and
will follow the submission from the hospital
commission to the regional commission

listing
Regional lis
i ting
On time

Delayed

Blocked

Conclusion
In Italy, market access hurdles for most prescrip on drugs
do not stop at the na onal AIFA P&R process; Indeed,
individual regions present several addi onal challenges.
Naviga ng these challenges requires an in-depth
knowledge of the process, each stakeholder, each region,
and the rela onships between them. In addi on, because
the regional submission process can start the day a er
an AIFA agreement is reached, every day that a product
does not have regional market access is a day of lost
profit. Therefore, the manufacturer must carefully plan its
regional ac vi es in advance in order to achieve regional
access both quickly and eﬃciently.
For correspondence related to this article, please contact
Hassan Bruneo at Hassan.Bruneo@simon-kucher.com
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FDA’s New Breakthrough Therapy
Designa on: What does it mean for
Pricing and Market Access?
By Ram Subramanian, Tory Sheppard, Brad Rubin, and Chris Kramer
The Food and Drug Administra on’s new breakthrough
therapy designa on represents perhaps the most important eﬀort to date to reduce the me required to bring
new drugs to market. According to the FDA, a breakthrough therapy is a drug that is:

1. Ini ate P&MA planning earlier and leverage excitement generated by the breakthrough designa on

•

Intended alone or in combina on with one or more
other drugs to treat a serious or life threatening
disease or condi on and

3. Use scenario-based market planning to harness the
full market poten al of breakthrough products

•

That may demonstrate substanal improvement over exis ng
therapies on one or more clinically significant endpoints, such
as substan al treatment eﬀects
observed early in clinical development, as indicated by preliminary clinical evidence.

The breakthrough therapy endorsement supplies early and posi ve
awareness of a drug’s therapeu c
value, signaling that the product delivers substan al improvement on
at least one clinical endpoint. One
can already see this happening with
ibru nib – a Bruton’s tyrosine kinase
inhibitor being developed for three
B-cell malignancies by Pharmacyclics and Janssen. Pharmacyclics has
seen its valua on surge to the tune
of $7.56 billion1 along with the excitement surrounding the drug. With
such high valua ons, it is cri cal to
get the strategy right for pricing and
market access (P&MA).
This ar cle looks into the implicaons of a breakthrough therapy
designa on for P&MA ac vi es and
recommends three measures pharmaceu cal and biotech manufacturers should take in order to capture
the full market poten al of their
breakthrough products.

2. Be prepared to cra a compelling value story
for your breakthrough product with limited data

Figure 1: Oncology therapies have become an area of focus for “Breakthrough“ designation
(publically announced by sponsored as of September 2013)
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Abbreviations: R/R MCL = Relapsed/Refractory Mantle Cell Lymphoma; WM = Waldenstrom’s Macroglobulinemia; LAL Deficiency = Lysosomal Acid Lipase Deficiency; LEMS = Lambert-Eaton Myasthenic Syndrome; ALK+
NSCLC = Anaplastic Lymphoma Kinase-positive (ALK+) Non-Small Cell Lung Cancer; CLL = Chronic Lymphocytic
Leukemia; AHF = Acute Heart Failure; DMD = Duchenne Muscular Dystrophy; sIMB = sporadic Inclusion Body
Myositis; AML = Acute Myeloid Leukemia. Source: Simon-Kucher & Partners analysis; company press releases

1 Forbes – July 23rd, 2013: http://www.forbes.com/sites/dividendchannel/2013/07/23/pharma cyclics-larger-than-sp-500-component-masco/
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Although the breakthrough designa on is leading to added pressure on the clinical research and manufacturing divisions, pharmaceu cal and biotech sales and marke ng
teams are by no means isolated from the poten al impact
of the designa on. As a result, the sales and marke ng
teams need to be prepared to adapt to this market change.

Shorter development timelines increase
commercial stakes – Manufacturers of
oncology therapies need to get P&MA
strategy right
Currently, there are 24 known breakthrough designations
(Figure 1). Oncology has quickly become an area of focus
and of the 24 known breakthrough designations that have
been handed out to date, 12 have gone to novel oncology
therapies that are currently being developed.
With faster approval times for breakthrough products,
P&MA activities for these drugs could fall on the critical
path. By filing for approval on the basis of compelling
Phase 2 data, a “breakthrough” designated product could
potentially come to market approximately 3 years
sooner than a drug without the “breakthrough”
designation (Figure 2). For example, ibrutinib filed an
NDA based on the results of a Phase 2 trial and may have
significantly pushed up the potential launch date. Wall
Street pays close attention to such events and will be
monitoring the launch closely. As pricing is the strongest
lever that affects product profitability, management will
be under increased pressure to get the P&MA strategy
right in a much shorter time period.
Figure 2: Approval times
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Source: Chart created by Simon-Kucher & Partners; Data for “Standard” review adapted from Dimasi, Hansen, and Grabowski
(2003), ͞dŚĞWƌŝĐĞŽĨ/ŶŶŽǀĂƟŽŶ͗EĞǁƐƟŵĂƚĞƐŽĨƌƵŐĞǀĞůŽƉŵĞŶƚŽƐƚƐ͕͟:ŽƵƌŶĂůŽĨ,ĞĂůƚŚĐŽŶŽŵŝĐƐϮϮ͗ϭϱϭͲϴϱ
NOTE: Priority review is not guaranteed for all breakthrough drugs - it will be on a case-by-case basis

Only time will tell how recipients of the designation will
ultimately be affected. Much excitement surrounds the
possibility that the program will significantly decrease
the length of clinical development for these therapies.
However, such an opportunity requires a paradigm shift
in standard pharmaceutical and biotech pre-launch P&MA
planning practices. In the following section we will detail
three strategic initiatives, which all manufacturers should
consider when preparing the launch strategy for a new
breakthrough drug.
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1. Initiate P&MA planning earlier and leverage
excitement generated by the breakthrough
designation
With the power to drastically shorten drug development
timelines, the breakthrough therapy designation has
the potential to impact almost every aspect of the
pharmaceutical and biotech industry. Needless to say,
much of the industry’s initial focus has been on readying
clinical research and manufacturing divisions. Significantly
faster developmental schedules would certainly test
these resources, and, perhaps, even decrease the cost
of bringing a drug to market. But clinical research and
manufacturing elements are not the only segments of
pharmaceutical and biotech that will have to contend with
changes introduced by the new designation. In the highstakes game of drug development, successful adaptation
of sales and marketing teams to shorter development
timelines will be just as critical.
Underscoring the importance of a well-crafted commercial
strategy is the opportunity the breakthrough therapy
designation provides to substantially increase lifetime
sales. Depending on whether current or future competitors
receive the designation as well, a breakthrough designation
and associated faster launch may translate into up to 3
years of additional peak or near peak annual revenues.
The revenue impact of this will depend on a variety of
factors such as relative patent expiration and competitive
dynamics, but for many “breakthrough” drugs the impact
will easily reach into hundreds of millions of dollars.
With compressed development timelines and expedited
launch schedules, a drawn out refinement of commercial
strategy will not be possible for drugs negotiating the
breakthrough therapy program. Manufacturers sponsoring
a breakthrough therapy need to have a firm command of a
P&MA strategy. Where previously drug companies could
afford to wait until Phase 3 development before addressing
P&MA challenges, manufacturers with a breakthrough
product will have to start crafting such strategies in Phase.
While compressed development timelines will present
a challenge, the new approval pathway will also lend
support to P&MA activities. The positive clinical stage
attention provided by the breakthrough designation will
likely aid market access. Payers will find it more difficult
to restrict access to a drug whose therapeutic value has
been singled out by the FDA and which may have already
generated excitement among physicians and patients. In a
period of increasing focus on drug prices, especially within
the oncology space, the breakthrough designation may
prove to be a useful shield against media scrutiny.
In order to translate the breakthrough designation
to commercial success manufacturers need to start
P&MA activities early and rely more on increased early
collaboration and less on “traditional hand-offs” between
R&D and Commercial teams.
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Figure 3: Identifying key value drivers critical to P&MA as well as how the product performs on these measures is key to crafting a
compelling value stroty
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2. Be prepared to craft a compelling value story for
your product with limited data
Potential clinical evidence gaps resulting from faster clinical development times should not derail investigating the
P&MA potential of a breakthrough product. Any gaps in
clinical evidence at the time of P&MA strategy development will need to be taken into account if the manufacturer is to ensure a successful product launch. By thinking
strategically about the product and the role it will play in
the treatment paradigm, it is possible to craft a compelling
value story before Phase 3 data are available and create a
plan to address any gaps identified in the value story.
In order to get a true picture of the product’s value with
limited data, it is important to identify the key value drivers for the product. These are the key clinical endpoints
and performance measures that drive market access and
product utilization. During P&MA strategy development, a
manufacturer should conduct a landscape assessment to
fully capture market dynamics and identify the key value
drivers critical to P&MA. Understanding market dynamics,
including how the product performs against the competition on the key value drivers, enables the manufacturer
to refine the value story of the product appropriately and
achieve optimal market access.
As shown in a simplified, hypothetical example below (Figure 3), the relative importance of the value drivers and
the performance of the product on these factors can be
mapped to create a “Matrix of Competitive Advantage”.
This matrix highlights the critical value drivers to securing
optimal P&MA as well as the product’s relative strengths
and weaknesses.
Due to the expedited nature of clinical development, a
breakthrough drug could fall short of generating extensive, compelling evidence to convince payers/healthcare
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stronger

providers of its value at the time of launch. From our experience, there is a segment of payers and healthcare providers who can make the leap without complete clinical
data. These “Product Champions” are willing to “buy in”
to the value of the product with only preliminary data and
infer clinical value based on their understanding of the
product’s mechanism of action. On the other hand, some
payers and healthcare providers are likely to reserve judgment on drugs arriving in the market without the support
of full Phase III trial data. Marketing teams need to adapt
traditional value story approaches in order to persuade
these “Product Skeptics”.
Identifying “Product Champions” and “Product Skeptics”
through market segmentation allows the manufacturer
to implement strategies to target the specific concerns
of each of these types of individuals. The manufacturer
should be prepared to justify the value of the product
without full efficacy and safety data by preparing objection handlers that articulate the clinical relevance of the
preliminary data outcomes and the science that distinguishes the product from the other therapeutic options
in the market. For example, if overall survival data for an
oncology therapy is not available, make sure to articulate
the value of the available clinical endpoint(s) (e.g. progression free survival data) and explain why the overall survival
data will not be available until after launch.
3. Use scenario-based market planning to harness the
full market potential of breakthrough products
Given the multiple data gaps before Phase III data becomes
available, many elements of a breakthrough drug’s clinical
profile will likely remain projections. Target product
profile design will therefore be complex, requiring careful,
assumption-based forecasting. Adding to the challenge,
those crafting a comprehensive value story will only
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have one shot at getting it right. Here too the condensed
developmental timeline means there will not be enough
time to incrementally build a value story and refine it.
Even with the best forecasting, straightforward market
research will not generate the knowledge base necessary
to craft optimal launch strategies for breakthrough
drugs. For reasons of both research practicality and lack
of clairvoyance, it will be impossible to clearly test all
potential clinical outcomes and market launch conditions.
Instead, the output of successful sales and marketing
planning efforts must be a holistic understanding of how
foreseen and unforeseen market events will impact a
breakthrough drug’s commercial prospects.
Additionally, compressed clinical development timelines
may allow a rival drug company’s promising early stage
molecule to rapidly advance and secure FDA-approval.
Thus, the breakthrough designation program necessitates
increased scrutiny of other manufacturers’ clinical
pipelines for possible competing products. The breadth of
this knowledge will be particularly valuable in areas with
more common off-label prescribing, such as oncology.
A product may launch in its “breakthrough” indication
but obtain significant prescribing in other indications.
More than ever, competitor pipelines should be closely
monitored for potential breakthrough candidates, and
the impact of such competitive entry must be captured
through the scenario based approaches.

The full impact of the
breakthrough therapy
designa on remains to
be seen, but the
financial stakes are high.

Product teams will have to an cipate broader ranges of
product poten al and possible market developments. Prelaunch research will require increasing levels of expert
judgment to capture all important market possibili es.
Product teams will need to cra scenarios that are both
broad enough to eliminate overly repe ve ques oning
and focused enough to capture ac onable insights. Thus,
sales and marke ng teams working on “breakthrough”
drugs must engage in comprehensive, scenario-based
market planning in support of their P&MA ac vi es. Only
with such a dynamic approach will it be possible to develop an op mal launch strategy and adapt to the compe ve uncertain es of the future.

Conclusion
The full impact of the breakthrough therapy designa on
remains to be seen, but the financial stakes are high.
Therefore, it is important to assess how P&MA planning
prac ces need to be adapted to take advantage of a
poten al breakthrough designa on. Re-evalua on of
P&MA ac vi es is prudent for any manufacturer hoping
to secure big wins in the face of future breakthrough drug
launches.
This article was previously published in the September
2013 issue of Oncology Business Review.
For correspondence related to this article, please contact
Ram Subramanian at Ram.Subramanian
@simon-kucher.com
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Strategies in RA:
Blockbusters, orals,
and biosimilars in
the US
By KrisƟna Harter
Current market overview
Many products have entered the rheumatoid arthtiris (RA)
market since the 2002 launch of Humira, but the majority
of sales still belongs to the “big three” anti-TNFs: Enbrel,
Humira and Remicade. Even recent head-to-head trials
by other branded products have not been able to unseat
them: Actemra showed superiority to Humira, and Orencia
showed non-inferiority to Humira, but neither product
has gained traction against the “big three”. Although it is
unclear if a recent study showing the non-inferiority of a
triple generic regimen to Enbrel1 will impact its utilization,
an accompanying editorial expressed doubts that it would
have a significant impact due to entrenched prescribing
practices. Clinical preferences and guidelines, combined
with favorable coverage on a majority of plans, have
solidified Enbrel, Humira and Remicade’s position as three
of the top ten best-selling drugs in the US2. Nevertheless,
they are poised to face potentially formidable competitors
in the form of biosimilars and new branded JAK inhibitors.
Xeljanz’s launch in early 2013 made it the first oral
medication of a new class of therapies in development
for RA. Another promising drug in this class, baricitinib,
is in Phase III trials and is expected to launch in 2014 or
2015 with head-to-head data against Humira. These oral
JAK inhibitors are differentiated from existing therapies
because of both their patient-friendly administration and
novel mechanism of action3. However, to become preferred
products, orals will likely need to convince payers to have
an additional preferred agent or unseat another product
on formularies.
Looking forward, the largest market event looming over the
RA space is the entry of biosimilars. Starting with rituximab
and followed by adalimumab and infliximab, biosimilars
could dramatically alter product choice. Because RA is one
of the largest drug expenditures for payers due to high
costs and a large patient population, payers are looking
for ways to control rising costs. Likely priced at a 20-30%
1 O’Dell, et al. “Therapies for Ac ve Rheumatoid Arthri s a er Methotrexate
Failure”; N Engl J Med, 2013 Jun 11. Bathon JM, McMahon DJ. “Making Ra onal
Treatment Decisions in Rheumatoid Arthri s When Methotrexate Fails”; N Engl
J Med, 2013 Jun 11.
2 Drugs.com, “U.S. Pharmaceu cal Sales – 2012”.
3 Bloomberg Health Finance Brief- Key Catalysts, February 11, 2013.

18

discount to branded therapies, biosimilars offer one way
to accomplish substantial cost savings.
Despite these challengers, Enbrel, Humira, and Remicade
have significant leverage to defend their shares. With
physicians backing them, many plans prefer one or
multiple anti-TNFs for use in biologic-naïve patients and
often require step-throughs before a patient may try
another mechanism of action. AbbVie and Amgen have
been proactive, reportedly providing attractive contracts
to protect their placement. Since both manufacturers
have the prescribing volume, even a smaller rebate has
the potential to provide large cost-savings to individual
plans. In a recent example, Express Scripts announced
that it would no longer cover Cimzia, Simponi, Stelara, and
Xeljanz on its preferred drug list starting January 2014.
Citing higher cost-effectiveness, the nation’s largest PBM
recommended that patients switch to Enbrel or Humira
instead.
Overall, the future of the RA market will be shaped by how
orals and biosimilars fare against the blockbusters. The
entrance of orals and biosimilars presents an opportunity
for each of the players to influence the market in their
favor.

Orals vs. Branded Blockbusters
Given the large volume of rebate dollars that are at stake,
payers will most likely wait and watch for uptake before
considering changing their preferred medications (either
replacing or adding orals to the current blockbusters).
Since it does not make clinical or financial sense for payers
to prefer orals without physician support, orals need
to generate substantial demand in the market to make
their contracting offers appear competitive with those
of existing therapies. If other payers disadvantage new
launches, similarly to Express Scripts, it will become even
harder for novel orals to gain meaningful physician share.
In order for orals to generate this demand, stakeholders
need to be convinced that the orals are as safe and
effective as the anti-TNFs they are familiar with, as well
as of the value of oral administration: namely, the lower
administration costs and higher patient quality of life.
However, it is unclear how physicians will perceive either
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of these factors. Oral administration may have advantages
in both cost of administration and patient convenience,
but its effect on compliance is unknown. Because oral
administration requires more frequent dosing than
subcutaneous injections, it may be more easily forgotten
by patients. In addition to potential disadvantages
associated with oral administration, physicians still lack
real-world experience with Xeljanz, which was “associated
with serious safety concerns” according to an FDA preapproval report4,5.
In order to protect their share, the blockbusters need
to continue to actively contract and maintain their
value stories by providing additional clinical evidence
for their products, possibly grounded in the real-world,
long-term data from thousands of patients that other,
newer products would be unable to match for years. The
manufacturers need to remind physicians of the wealth of
data and experience that the blockbusters have and then
make their case to payers by highlighting their significant
market share and aggregate rebates. If the manufacturers
remain proactive in their defense of both placement and
utilization, Humira, Enbrel, and Remicade are likely to
retain their market dominance.

products on net price. However, as the manufacturers of
previous biosimilars have learned, biosimilars also need
to drive share to their products using a comprehensive
strategy including marketing campaigns, reimbursement
support programs, and injection devices. If biosimilar
manufacturers can accomplish that while beating the
branded products on price, payers will gladly use their
tools to push significant utilization to biosimilars. To be
successful, biosimilars will need to convince physicians
that biosimilars have a comparable clinical profile to their
branded orginitors and then demonstrate their uptake to
payers, while highlighting their discounted price.

Biosimilars vs. Branded Orginators

Conclusion

Payers, under pressure to control rising costs in RA,
are eagerly awaiting the entry of biosimilars, which
are expected to come in at a significant discount to
branded products (estimates are between 20-30%). For
organizations like Express Scripts, whose rationale for
excluding branded drugs from their formulary was cost
effectiveness, biosimilars may present a compelling costsaving option. However, payers face a trade-off between
savings on new patients and higher costs on existing
patients. Payers are typically hesistant to switch existing
patients, who are already well-controlled on a specific
product, to another. While payers may aim to save money
by putting new patients on a biosimilar, such a policy would
risk all the rebate dollars from their existing patients on
the branded agents.
Another challenge for biosimilars is that physicians have the
real-world clinical experience with the branded orginators
that they lack with biosimilars. Many stakeholders worry
that time in the market will expose unforeseen sideeffects or less-than-anticipated efficacy with biosimilars.
Additional questions surround the interchangeability of
the biosimilars and their branded originator products.
Many experts believe that interchangeability will be
difficult to obtain and most likely only a second step
following biosimilarity and in-market studies. In the
absence of interchangeability, biosimilars need to
show clinical non-inferiority and then beat the branded

In response to biosimilar competition, branded agents need
to continue their contracting and value messaging efforts.
Brand manufacturers should focus on communicating
the potential total rebate savings from their large market
shares and attractive discounts to payers. In addition,
branded manufacturers should emphasize their brands’
quality and track records with both payers and physicians,
all while highlighting that new biosimilars are not exact
replicas of the originators.
Orals and biosimilars both face an uphill battle against the
RA blockbusters. However, if the oral manufacturers are
successful at differentiating on value and the biosimilars
on price, it is likely that both classes will gain share and at
least partially unseat the “big three”.
The outcome may ultimately be determined by the
complex—and evolving—interplay between physicians
and payers. Though physicians make the final prescription
decision, payers have a moderating influence when
there are many similar options. With the move toward
tighter management and higher out-of-pocket costs,
that influence is only expected to increase. Payers are
influenced by product pricing and contracting to varying
degrees. However, if a product can win widespread
physician support and utilization based on its clinical
merits, US plans are likely to provide it with favorable
access. Without prescribers’ support, payers would be
very reluctant to prefer a new product, requiring overall
rebates that will be unrealistic for a product that does not
have the share to compete with the RA blockbusters. For
future success in an increasingly crowded RA indication,
market players must consistently communicate a unique
and convincing value proposition to both physicians and
payers.
A version of this article first appeared in PharmaPhorum
in July.
For correspondence related to this article, please contact
Kristina Harter at Kristina.Harter@simon-kucher.com

4 FDA Arthri s Advisory Commi ee Mee ng, May 9, 2012.
5 Forbes, “Pfizer’s Key Drug Walks a Tightrope”, April 22, 2011. Bloomberg,
“Pfizer Arthri s Pill Raises Safety Concerns, FDA Staﬀ Says”, May 7, 2012.
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Unlocking the key to public
drug funding in Brazil
What is really driving decision-making by
the new Brazilian HTA agency? A look at
appraisals issued in the first year
By Rafael Alencar, Andrea Domínguez, Beatris Januário and Ken Genenz
Brazil, the world’s sixth largest pharmaceutical market,
has joined the ranks of countries requiring a formal and
transparent assessment of a drug’s cost-effectiveness,
budgetary impact, and medical need to gain access to the
public sector. The action has wide-ranging effects: Brazil
has a reputation as an innovator in global health policy,
so it often serves as a precedent for reform in other
emerging countries. The new assessment process also
carries important implications for commercial success in
the domestic drug market, which is growing at doubledigit annual rates. Public spending on health accounts for
a significant share – 46 percent – of total health spending.
Hence, lack of access to this market limits the growth
potential for foreign drug makers, as the majority of the
population relies on the public system for healthcare.
Over the past few years, the government has made a
significant effort to improve limited and unequal access to
drugs through expanded federal financing. The Ministry of
Health recently announced plans to spend $17 billion on
drugs between 2013 and 2016. This a significant increase
over previous years, but still low if compared on to mature
markets on a per capita basis. However, 40 percent
of current federal spending on drugs is on innovative
biologics, illustrating that this is not a pool comprised
exclusively of cheap generics. For this reason alone, the
actions of the government on this new strategic approach
to the health technology assessment (HTA) should be
followed closely by manufacturers.

Expanded agency review powers
The Comissão Nacional de Incorporação de Tecnologias
(National Commission of Incorporation of Technologies
– CONITEC) was established in March 2012, and all new
technologies now require a positive recommendation
from CONITEC for funding in the Brazilian public healthcare
system. The new HTA process is significantly more
transparent than that of the former HTA body, CITEC, since
it is regulated by a federal law that requires assessments
of technologies to be publicly disclosed.
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An appraisal by CONITEC can be requested by the
government, the manufacturer, or other stakeholder after
a drug receives market authorization from ANVISA, the
Brazilian equivalent of the FDA, and has its maximum price
set by CMED, the federal drug pricing body.
CONITEC has set a goal of conducting appraisals within 180
days of the request – and by and large it is meeting that
target. CONITEC publishes all its appraisals and has opened
a public consultation process online, allowing for feedback
from patients, manufacturers, physicians associations,
and academics. Upon a positive appraisal by CONITEC,
the technology needs to be made available in the public
sector within 180 days. This is a substantial improvement
over the previous approach, where appraisals were not
publicly disclosed and there were no clear timelines for
review or for making a drug available after a positive
recommendation.

A promising start…with some surprises
Simon-Kucher evaluated all CONITEC appraisals from
the past year in order to distill the critical successful
factors for achieving market access in Brazil. Since its
establishment in March 2012 through the end of February
2013, CONITEC issued 32 appraisals, assessing 48 health
technologies (of which 85 percent were drugs) across 26
therapeutic indications. This is almost twice the number
of technologies the former HTA commission CITEC
evaluated on average each year. Furthermore, 71 percent
of the evaluated technologies received a positive funding
recommendation from CONITEC (a major improvement
over CITEC’s 55 percent approval rate (Figure 1).
The primary focus of the CONITEC evaluation is on
efficacy and safety data, cost-effectiveness studies,
and budget impact analysis. Nevertheless, there have
been a few surprises, such as the evaluation of exmanufacturer prices in countries such as the UK and
Turkey, which were not included in the official referencing
basket set by the federal pricing chamber, CMED.

CONITEC is open to recommending innovative technologies,
supported by the fact that 59 percent of the drugs with a
positive appraisal are still on-patent. However, all innovative
treatments obtaining a positive recommendation target
relatively small patient populations. There are tough tradeoffs involved here, because on a per capita level, public
payers in Brazil have smaller budgets than government
payers in mature markets. The government prioritizes
spending on high-cost drugs for severe diseases, which
most patients cannot afford to buy, while devoting most
resources to generic retail drugs.
Figure 1: Techologies evaluated - CONITEC vs. CITEC
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Conversely, lack of efficacy and safety were major drivers behind negative appraisals (Figure 2). For example,
CONITEC argued that the clinical studies of biologic treatments for psoriasis did not clearly define the target patient
population, lacked an active clinical comparator, and only
evaluated short-term efficacy outcomes. Certolizumab
pegol (Crohn’s disease) was determined to lack data on
long-term safety, despite having been approved by ANVISA for use in the Brazilian market.
Sources in the Ministry of Health stated that CONITEC may
also cover technologies with similar efficacy in indications
where there is already public funding in order to broaden
the physicians’ treatment arsenal and to stimulate price
competition. This could have motivated the extensive coverage of 8 biologics for rheumatoid arthritis.
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potentially large budget impact, both drugs secured a
positive funding recommendation less than a year after
their launch.
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This trend has not changed with CONITEC, which did not
make a positive recommendation for a single retail drug on
patent. These are usually priced at a significant premium
to alternatives purchased by the government and largely
paid out-of-pocket by patients from the upper class and
the growing middle class.

More efficacy, please

CONITEC mainly considered three economic factors in
its evaluations: budget impact, potential for future cost
reductions and cost-effectiveness. Budget impact is the
most important economic consideration for CONITEC
given budget constraints. Budget impact needs to be
assessed by a pharmacoeconomic model and detail all
costs incurred by the technology in the public healthcare
system. More than a third of CONITEC funding decisions
were supported by low budget impact, mostly for generic
drugs (Figure 3).
Clear evidence on future cost reductions benefiting the
public healthcare system, achieved for example through
a reduction in hospitalizations, were also considered
for a number of appraisals (Figure 3). Cost-effectiveness
from the perspective of the public healthcare system
was also a relevant driver for approval. Examples of costeffectiveness-driven positive appraisals include not so

CONITEC typically considers Figure 2: Clinical factors driving CONITEC decisions
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Source: Simon-Kucher & Partners research 2013. Multiple factors per appraisal possible. Selection of most frequent factors shown.
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new technologies like palivizumab and vaccines for MMRV
(measles, mumps, rubella, varicella). Cost-effectiveness
thresholds appraised by CONITEC for these technologies
vary widely, but most were in a range of R$5,000 to 30,000
(US$ 2,250-13,500) per life-year gained.
In addition, gaining support from key stakeholders within
the Ministry of Health to advocate for the funding of
a new drug significantly increases the likelihood of a
positive appraisal. None of the appraisals requested by
the Ministry of Health were rejected, while most of the
rejected appraisals are from pharmaceutical companies.
Most of the appraisals requested by departments within
the Ministry of Health were for drugs presenting large
efficacy gains in therapeutic areas with small patient
population and high perceived unmet need.

Calling card of choice: Technology transfer
Another pathway to obtain Ministry support is
through technology transfer agreements. The Brazilian
government is keen on these deals to encourage domestic
development and production of pharmaceuticals. In these
agreements, know-how on production is transferred from
the original manufacturer to domestic manufacturers
supported by the government. The original manufacturers
are rewarded by preferential access, for example by
waiving the requirement to conduct tenders or price
volume agreements with more favorable conditions for
the manufacturer.
88 technology transfer agreements have been signed so
far, and such agreements represent nearly a third of the
positive appraisals from CONITEC (e.g. rituximab and
the vaccines for MMRV and hepatitis). However, 43 HTA
requests were denied prior to assessment by CONITEC due
to non-compliance with the required documentation on
tech transfer.

Positive factors

Future cost
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Methodological
issues with costeffectiveness
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14%

Cost-benefit

5%

Cost-saving

5%
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Positive NICE appraisals don’t necessarily guarantee a
recommendation from CONITEC (Figure 4), which rejected
the biologic treatments for psoriasis. For those reports
where CONITEC reached a different conclusion than
NICE, both HTA bodies criticized similar aspects of data
presented such as inadequate data or the lack of an active
comparator.
Figure 4: CONITEC HTA decisions vs. NICE

35%
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Negative decisions
opposed to NICE

Source: Simon-Kucher & Partners research 2013.
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Even though CONITEC has similar functions to the UK’s
National Institute for Health and Clinical Excellence (NICE),
in advising the government on funding decisions and the
development of treatment guidelines, the decision criteria
used by the two institutions differ. CONITEC appreciates
budget impact studies more than cost-effectiveness, and
there is no official incremental cost-effectiveness ratio
threshold.

Despite CONITEC’s willingness to grant public funding
to the majority of the therapies it has evaluated, the
pricing of these therapies is often much lower than in
most mature markets. For high-cost drugs with a positive
recommendation, CONITEC often recommends funding
with usage restrictions beyond the label. CONITEC may
also demand economic concessions in exchange for
recommending the funding of highcost drugs, such as discounts of up to
50 percent below the maximum exNegative factors
manufacturer price set by CMED.

Figure 3: Economic factors driving CONITEC decisions
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Final government prices may
therefore reach levels lower than in
developed markets. Compared to
international prices, the government
prices demanded by CONITEC for two
recently approved high-cost drugs are,
respectively, 50 percent and 42 percent
lower than in Italy, which already has
one of the lowest ex-manufacturer
prices in the EU. However, prices in
Brazil do not affect mature markets
and are only referenced by markets
such as Colombia or Saudi Arabia,
which do not reference net prices.

Snapshot: How boceprevir and telaprevir obtained a positive recommendation
Boceprevir and telaprevir are two of the most prominent
examples of innovative technologies with a positive HTA
from CONITEC. The Secretariat of Health Assistance,
within the Ministry of Health, requested an HTA of both
drugs for hepatitis C patients with advanced hepatic
fibrosis (genotype 1, F3 and F4), an indication considered
a priority by the Ministry.
CONITEC assessed HTAs from international agencies
such as NICE, CADTH of Canada and the Scottish
Medicines Consortium, supporting the cost-effectiveness
of boceprevir and telaprevir. CONITEC also analyzed
international prices, including countries like Turkey, which
presented the lowest ex-manufacturer price (25 percent
lower than US FSS), though in line with the maximum
government price in Brazil.
In its budget impact analysis, CONITEC first evaluated the
drug cost for treating the target patient population with
alternatives available in the public system, considering
the disease progression and retreatment rate.

Seven steps to success
CONITEC should not arbitrarily be seen as a barrier to
public funding in Brazil – the number of new technologies
funded has never been higher. CONITEC can be an ally to
obtain public funding, if manufacturers are prepared to do
the following:
1. Dedicate sufficient resources to evaluate opportunities
in different market segments. Before even planning
to apply for public funding, manufacturers must
find out whether this is likely and desirable for the
targeted indication. CONITEC is much more likely to
recommend specialized care drugs in smaller patient
population with high unmet need than retail drugs for
blockbuster indications. The Brazilian marketplace is
complex, with great differences between therapeutic
areas and many relevant stakeholders. Therefore,
every single drug to be launched merits an individual
assessment of opportunities.

The budget impact model did not quantify indirect
resources used for treatment and potential costs arising
from the disease complications, but CONITEC mentioned
a potential for indirect costs savings in the HTA report.
The budget impact calculation of boceprevir and
telaprevir considered naïve and retreatment patients in
two price scenarios: one with the maximum government
price and the second with a 30 percent discount to this
price. Somewhat oddly, CONITEC mentioned that the
scenario with a 30 percent discount would lead to overall
cost savings in the public system, but did not explicitly
mention this as a driver for their recommendation.
The HTA report included an implementation plan outlining
guidelines for prescription, dispensation and treatment
monitoring, including centralized authorization for
usage and the designation of public reference centers to
provide treatment.

4. Present solid budget impact studies adapted to the
reality of the Brazilian public health care system.
Showing cost effectiveness is useful, but presenting
a budget impact model detailing all costs incurred by
the technology in the public healthcare system is most
important.
5. Identify and engage with key stakeholders in the
Ministry of Health. An HTA requested by stakeholders
related to the government is much more likely
to receive a positive recommendation vs. an HTA
requested by a manufacturer.
6. Be flexible and explore opportunities for win-win
solutions. Given the limited government budget, be
prepared to make concessions – but also ask for a
quid pro quo. Low net prices vs. mature markets or
technology transfer agreements can be accepted in
exchange for locking in high volumes or even exclusive
access.

2. Provide scientifically sound evidence on added value
in terms of efficacy and/or safety. CONITEC prefers
direct comparisons against an active comparator used
in the public healthcare system. Trial length needs to
consider the natural course of the disease. The sample
size needs to be representative of targeted patient
population.

7. Prepare a realistic implementation plan to overcome
treatment access and patient monitoring hurdles in
the public system. Even if there is funding for a new
drug, there is unequal access to quality healthcare
including crucial elements such as diagnostic devices
and access to specialist physicians, which ultimately
limits access to the drug.

3. Target a well-defined patient population. Even if a
drug shows significant benefit and is cost effective,
the government has more limited resources per capita
vs. mature markets. Targeting a well-defined patient
population from the outset and identifying potential
subgroups that benefit more from the treatment will
address budget impact concerns and increase the
likelihood of a positive recommendation

This article has been edited from the original article
published in the June issue of the Pharmaceutical Executive.
For correspondence related to this article, please contact
Ken Genenz at Ken.Genenz@simon-kucher.com or Andrea
Dominguez at Andrea.Dominguez@simon-kucher.com or
Rafael Alencar at Rafael.Alencar@simon-kucher.com.
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Dr. Allison Dupuy, New Senior
Director, San Francisco Office
Allison leads Simon-Kucher’s Life Sciences practice on
the west coast of the US. She joined the team in San
Francisco in August 2012 after spending five
years in Simon-Kucher’s Boston office. In
her work at Simon-Kucher, Allison focuses
on strategic pharmaceutical marketing,
value-to-customer, market entry strategies,
pricing and market access strategies,
innovative pricing strategies, product
lifecycle strategies, licensing and valuation,
market forecasting, and value communication, including
global value story development and implementation. She
has consulted for leading pharmaceutical and biotech
companies across a wide variety of therapeutic areas in
the US, Europe, and Asia Pacific.
Dr. Dupuy has a Ph.D. and M.Phil. in Molecular Biophysics
and Biochemistry from Yale University and a B.A. in Physics
from Wellesley College.

LS Europe Strategy Forum
On September 25th, Simon-Kucher & Partners hosted
its 3rd annual Life Sciences (LS) Europe Strategy Forum.
Eighty-five participants attended the event at the
Sheraton Frankfurt Airport Hotel in Frankfurt am Main/
Germany. Simon-Kucher experts and external keynote
speakers presented insights and practical solutions on
how to successfully respond to changes in the market
access landscape. External speakers included Piedad Ferré
de la Peña from the Spanish Ministry of Health, Social
Services and Equality, who presented an overview of
recent and expected changes to pricing, reimbursement
and market access in Spain, and Dr. Thomas Müller, head
of pharmaceuticals of the Federal Joint Committee in
Germany, who spoke about the latest developments in
the German healthcare system. During breakout sessions,
experts from Simon-Kucher & Partners including Christian
Schuler, Jens-Christian Oelker, Andreas Silber, and Ken
Genenz, addressed the topics of setting and managing
prices in today’s increasingly challenging market access
environment.
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The forum ended with an interesting
panel discussion moderated by Dirk
Kars, partner at Simon-Kucher &
Partners, with Thomas Müller, Piedad
Ferré de la Peña, and Paolo Daniele
Siviero (Head of the Pharmaceutical
Policy Office of AIFA, Italy).
Both the event’s content as well as its networking
opportunities were well-received. Simon-Kucher &
Partners is looking forward to hosting the next LS Europe
Strategy Forum in fall 2014 in Frankfurt.

5th Annual New
York City LS
Marketing &
Strategy Forum
On October 10th, SimonKucher & Partners hosted its 5th Annual New York City
Life Sciences (LS) Marketing & Strategy Forum. This year’s
forum, hosted at a new venue with Central Park and Times
Square views, was a great success with record participation
of around 90 clients. Attendees benefited from a day filled
with networking opportunities and knowledge exchanges
on the dynamic pharmaceutical environment.
The morning featured a Market Access Crossfire Panel on
the “Successful Commercialization of High Cost Therapies.”
The panel, moderated by Simon-Kucher partner Volker
Janssen, included a key opinion-leading oncologist, a
pricing and market access expert, and a US payer from
a large managed market organization. The clients in
attendance called the Crossfire Panel an “outstanding and
engaging discussion.”
In the afternoon, experts from our Life Science division
presented on a number of burning global P&MA issues
facing the pharmaceutical industry. Topics ranged from
the ongoing healthcare reforms and emerging markets
to oncology, role of HEOR, and patients as payers.
Contributing presenters included Allison Dupuy, Alex
Gasik, Julia Hummelt, Julie Altier, Ken Genenz, Andy Ong,
and Tory Sheppard. Following the forum, attendees asked
questions of presenters and were able to arrange followup presentations for their colleagues.
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About the Life
Sciences Prac ce
of Simon-Kucher
& Partners

Simon-Kucher & Partners is a leading strategy and
marketing consulting company with proven expertise in
pricing, market access strategies, product development,
and licensing due diligence. Founded in 1985, SimonKucher & Partners has over 185 employees dedicated
solely to Life Sciences in 15 offices across America, Europe,
and Asia, including offices in all major healthcare markets.
The firm’s Life Sciences practice supports clients in the
pharmaceutical, biotechnology, medical technology, and
animal health industries. Simon-Kucher & Partners has
developed strategies for 24 of the top 25 pharmaceutical
companies, the top five biotechnology companies, and 17
of the top 20 medical technology companies. We combine
analytical rigor with strategic insights and employ highly
sophisticated methodologies that integrate quantitative
and qualitative findings. Our recommendations are based
on empirical data, thorough research, and extensive
experience.

Simon-Kucher’s global Life Sciences presence:
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