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Values-Based Medicine - medical practice that aims at
maximizing value, specifically desirable or positive value in every

step of a patient’s medical management

Ten principles of values-based medicine, http://www.wpanet.org/uploads/Sections/Philosopy_and_Humanities/ten-principles-of-value-based-medicine.pdf
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FUTURE OF HEALTHCARE: A PARADIGM SHIFT

Traditional Health ﬁ Value-based health care
Care

1. Process and volume control in 1. Monitoring of the final result;
healthcare; 2. Monitoring of standard results of high
2. Monitoring of outcomes of low importance for patients;
importance for patients; 3. Costs and outcomes monitoring at the
3. Costs and outcomes monitoring individual level.

at the population level.

ASSESSING THE EFFICACY OF THE NEW TREATMENT OPTION

PHARMACEUTICAL RCT or

Real world E> MEDICINE

LEVEL EFFICACY
evidence

TREATMENT |

DISEASE

h WHOLE MANAGMENT Real world AGREGATTED
evidence OUTCOME




VALUES-BASED MEDICINE

Values-Based Pricing is a strategy of setting
prices primarily based on a consumer's

| perceived value of a product or service.
PHARMACEUTICAL
LEVEL VBP or/and MEA (RSA)

Managed entry agreements (MEAs) are a

set of instruments to facilitate access to

‘ TREATM ENTJ new medicines.

DISEASE

h WHOLE MANAGMENT OF
» P4P approach

P4P is a payment model that offers financial
incentives to physicians, hospitals, medical
groups, and other healthcare providers for
meeting certain performance measures.

PHARMACEUTICAL LEVEL
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PAYER
(Insurer)

FACILITATING ACCESS TO “Risk Sharing”

NEW MEDICINE AND
INNOVATIONS

Risk-sharing agreement(RSA)
— arrangement between a payer
and a pharmaceutical or
diagnostic manufacturer where
the price level or nature of
reimbursement is related to the
actual performance of the
product in the research or ‘real
world” environment.

Aims to ensure better budgetary
control and a lower risk of
spending on medicinal products
without full evidence of clinical
benefit

HTA Results

THE APPLICANT
MAY RE-SUBMIT
THE DOSSIER FOR

THE DRUG IS NOT APPROVED THE DRUG IN THE
PRESENCE OF

NEW DATA

high innovativeness of the drug
BUT
lack of evidence-based data on efficacy / safety - not enough clinical data
the risk of high costs and low clinical effect - reducing the level of uncertainty with new
technologies treatment
accelerated access to innovation
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THE DRUG IS APPROVED WITH
THE USE OF INNOVATIVE

THE DRUG IS APPROVED,
NO ADDITIONAL REQUIREMENTS

AGREEMENT MODELS

Under certain financial Depending on the Depending on the clinical
agreements clinical effect effect in certain subgroups
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GOVERNMENT ORDER

PILOT PROJECT ON THE DRUG SUPPLY UNDER INNOVATIVE CONTRACT
MODELS (RISK-SHARING AGREEMENTS)
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RISK-SHARING AGREEMENTS

IN THE WORLD RUSSIAN FEDERATON

= EXPENSIVE TECHNOLOGIES
= PRESERVING THE LEVEL OF DRUG PRICES

Drugs Only
Mostly Drugs Included in the VED list

1. Faster access to innovation

2. Technologies that have not passed the
HTA- use of agreements in the ;
. Mostly regional level
absence of evidence-based data on y . g o
the effectiveness / safety of new The main motivation is to increase
technologies procurement of drugs already

included in the lists

L

3. Reduced level of uncertainty in the .
treatment of new technologies 5. Low interest of payers

4. Low level of project administration

25 APPLICATIONS WERE SUBMITTED FROM
11 PHARMACEUTICAL COMPANIES FOR 15 INDICATIONS

m Submitted Indications m Submitted Indications

Hepatic cell carcinoma Crohn's disease
Phenylketonuria 10 Ulcerative colitis
Rheumatoid arthritis
Chronic hepatitis C
Breast cancer
Multiple sclerosis

Prostate cancer
Ankylosing Spondylitis 15 Thromboprophylaxis after arthroplasty

11 Myelofibrosis, true polycythemia
12 Chronic myeloid leukemia

13 Juvenile idiopathic polyarthritis
14 Nonvalvular atrial fibrillation
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TYPES OF AGREEMENTS INCLUDED IN THE PROJECT

PAYER-PRODUCER/PROVIDER
AGREEMENTS

COST-SHARING PERFORMANCE-BASED
AGREEMENTS AGREEMENTS

«LleHTp IKCMEPTHIBI H KOHTPOJIS KAYECTBA MEIHIHHCKOH NOMOI)
Munncrepersa 3npapooxpanenns Poccrifckoil Megepannn
(DPI'BY «lIKKMIL» Munanpaea Poccrny)

Hpoexm

METOAHYECKHE PEKOMEHIALIMH 10 IPOBEAEHHIO KOMILIEKCHO# OUEHKH
JIEKAPCTBEHHOT'O IIPENTAPATA 1151 IPUHATHS PELIEHUI O BO3MOKHOCTH
EI'0 BKJIKOYEHMS B ITJIOTHBIHA MPOEKT IO BHEJPEHHK) B CYEBEKTAX PO
MEXAHHIMOB 3AKYIIOK JEKAPCTBEHHBIX IIPENAPATOB 110
HHHOBALIHOHHBIM MOJE/IAM J0I0BOPOB

GUIDELINES FOR DRUG COMPREHENSIVE ASSESSMENT

FOR MAKING DECISIONS ABOUT THE POSSIBILITY OF ITS INCLUSION IN
THE PROJECT

WWWw.rosmedex.ru

Mockpa 2017 1.
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STAGES OF DRUG COMPREHENSIVE
ASSESSMENT WITHIN THE PILOT PROJECT

APPLICANT A

Preparation of a
conclusion on the

Analysis of the possibility of the
clinical and

A

proposed scheme

A|.1a'lysis of economic implementation
clinical efficacy model

Analysis of data

general

information

about the drug

TRANSITION TO THE NEXT STAGE -
UPON RECEIVING POSITIVE PREVIOUS STAGE RESULTS
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PILOT PROJECT IMPLEMENTATION CONDITIONS ,

ACCORDING TO THE FEDERAL ANTIMONOPOLY SERVICE V 4
o

©®@ Only on-patent and Innovatine drugs -

@ For drugs not included in the VED list

©@ The need for the drug use is due to the inability to use other drugs
@ Patients must be insured

@ The pilot project should be carriedout according to uniform rules

©®@ 100% compensation of budgetary expenses by the supplier in case of a
negative result of the pilot project

@ The maximum selling price is agreed upon and calculated in accordance
with the methodology of calculating selling prices for drugs included in
the VED list

©® Project implementation in private clinics
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WHOLE MANADGMENT
DISEASE LEVEL
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Russian specifics

DRG system, that can not affect the quality
Quality criteria have been implemented since the last year
* Only inpatient
* Measurable outcomes turn out to be not important for patients
Pilots will be able to evaluate the possibility of the implementation of final

outcomes important for patients

On the other hand

Hospitals compete for state-provided amounts of medical care

VBHC could be the transparent approach of distribution of medical care

19

FROM RESULT TO FUNDING

Quality control of
medical care

Value-based

healthcare

1. Control for the distribution of
medical care;

2. Payment for long-term results
—based on final endpoints;

Healthcare fundmg 3. "Bonus for quality" = a premium

for good results.
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FUTURE OF HEALTHCARE: A PARADIGM SHIFT

Traditional Health

Value-based health care
Care

1. Process and volume control 1. Monitoring of the final result;
in healthcare; 2. Monitoring of standard results of high importance
2. Monitoring of outcomes of for patients;
low importance for 3. Costs and outcomes monitoring at the individual
patients; level;
3. Costs and outcomes 4. Payment for the result or recalculation of state-
monitoring at the population provided amounts of medical care depending on
level. the result.

VBHC IMPLEMENTATION PLAN IN RUSSIAN

Current projects

1. Cataract (2019)

Future projects

2. Inflammatory bowel disease (2020)
3. Diabetes (2020)

4. Coronary artery disease (2020)
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CATARACT

» S. Fyodorov Eye microsurgery federal state institution of the Ministry of Health

of the Russian Federation:

* Moscow branch: 270 A
» Kaluga branch: 50
1377
+ Tambov branch: 548 > 1727
* Orenburg branch: 509
Private hospital: 350 J
Patients passed: 1 727
Scheduled: 2 500
LL D KKIMITT | cener for vsatncare cualiy ascesament and Gontro
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Value-based health care is a new trend in the evaluation of
healthcare results and its funding.

Risk-sharing, as a special case of value-based health care,
promotes improvements in efficiency of budget allocation
and spending.

The new paradigm of health care — value-based health care,
requires a reset of the entire system of quality control for
healthcare and its informatization.
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LLOKKMIM

The Ministry of Health of the Russian Federation
Center for Healthcare Quality Assessment and Control

Thank you!
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