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Estudo de Caso — curativo a
vacuo

* Dispositivo, descarte, curativos
* Troca quando impreghado




Seguranca {?r

* Aterapia é parcial ou totalmente contra- ==
indicada na exposicao de estruturas vitais
(6rgaos ou vasos), infeccao ativa, tecidos
necroticos, neoplasias, pele fragil (idosos,
colagenoses), alergia a adesivos, sangramento
ativo, em uso de anticoagulantes ou com
dificuldade de hemostasia

* Problema em trauma



Metodologia
Recorte e Atualizacao de dois pareceres prévios

Nucleo de Avaliagao de
Tecnologias em Satide

Populacao Pacientes com feridas traumaticas extensas agudas
Intervencao Terapia por pressao subatmosférica (curativos a vacuo)
Comparacao Tratamento padrdo (gaze umida)

Desfechos Cicatrizacao das feridas:

e percentual em até 30 ou 60 dias
e tempo continuo até a cicatrizacao completa
e Tempo de internacao hospitalar

Eventos adversos

Tipos de estudos Para eventos adversos estudos de quaisquer tipos

Para os demais desfechos incluidos primariamente revisoes
sistematicas e ensaios clinicos complementares, Coortes e

Caso-Controle
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e Prds Contras

* Riscos

Fechamento mais e Custos e |0C

rapido
p i * Incerteza sobre
* Reducdo tempo de evidéncias
internacao
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EVIDEM

V2.2

Multicriteria HTA report

Instrument for synthesizing evidence

Ferramenta para implementacao de novas tecnolc

Utiliza multiplos critérios, tornando mais faci
transparente definir prioridades na saude.

WWWw.evidem.org
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CRITERIOS

D1 Gravidade da doenga

D2 Tamanho da populagio afetada
Cl Guidelines/Diretrizes

C2 Limitagio dos comparadores
I1 Eficicia/efetividade

El Impacto orgamentirio

E2 Custo-efetividade

E3 Impacto em outros custos

Q1 Aderéncia aos critérios para tomada de decisdo
Q2 Consisténcia

Q3 Relevincia/magnitude do efeito/validade

R Implementacio

S Prioridades ndo médicas

I2 Seguranca e tolerabilidade

I3 Desfechos relatados pelos pacientes
T1 Interesse da saide publica

T2 Tipo de beneficio

1“‘



Pesos

Experts/iEvaluators

Critérios de Decisao

D1 Gravidade da doenca

D2 Tamanho da populacio afetada

Cl GudelinesDiretrizes

C2 Limitac3o dos comparadores

Il Eficicia'efetividade (e'e)

[2 Seguranca e tolerabilidade

I3 Desfechos relatados pelos pacientes (QALYS)

Tl Interesse da sanide publica (pontuar de maneira global e
ndo em relacdo a comparadores)

T2 Tipo de beneficio

El Impacto or¢amentdrio (aquisicio e implementacdo em
relagdo aos comparadores)

E2 Custo-efetividade

E3 Impacto em outros custos, médicos e ndo médicos,
diretos e indiretos, com excecdo do custo da mtervencio

Q1 Aderéncia aos critérios para tomada de decisdo (ha dados
Q2 Consisténcia

Q3 Relevancia‘'magnitude do efeito/validade
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Escores bernardo monica marisa
Experts/Evaluators| Evaluator 1| Evaluator 2 | Evaluator 3
- Critérios de Decisao
D1 Gravidade da doenca 1 2 2
D2 Tamanho da populacio afetada 0 0 0
C1 Gudehnes/ Diretrizes 0 0 0
C2 Limitac3o dos comparadores 1 1 1
I1 Eficdcia/efetividade (e/e) 0 1 1
[2 Seguranca e tolerabihdade 1 1 R,
I3 Desfechos relatados pelos pacientes (QALYS) 0 0 1
T1 Interesse da saiude miblica (pontuar de manewra global e
nio em relacdo a comparadores) 0 0 0
T2 Tipo de beneficio 0 0 0
El Impacto orcamentario (aquisicdo e implementacio em
relacdo aos comparadores) 0 0 0
E2 Custo-efetividade 0 0 0
E3 Impacto em outros custos, médicos e ndo médicos, 0 0 1
Q1 Aderéncia aos critérios para tomada de decisdo (ha dados
suficientes? analisar independente dos comparadores) 0 0 0
Q2 Consisténcia 0 0 0
Q3 ERelevincia 0 0 0
Total 1 3 4

Ede
ide



Como pontuar ?

Score

Exparts/!Evalualors

Critérios de Decisdo

D1 Gravidade da deoenga

3: Risco de vida

2: Doencga associada com incapacidade
1: Doenca que afeta a qualidade de vida
0: causa pegqueno imnconveniente




D1

D2
C1

Cc2

T1
T2
El
E2
E3
Q1
Q2

Q3

Disease severity

Size of population affected by disease
Clinical guidelines

Comparative interventions limitations
Improvement of efficacy/effectiveness
Improvement of safety & tolerability
Improvement of patient reported outcomes
Public health interest

Type of medical service

Budget impact on health plan
Cost-effectiveness of intervention

Impact on other spending

Adherence to requirements of decisionmaking body

Completeness and consistency of reporting evidence

Relevance and validity of evidence

Scores for intervention

1,7

0,0
0,0

1,0

07

0,3

Low ¢

—__ j High

Min

1,0

0,0

0,0

1,0

0,0

-2,0

0,0

0,0

0,0

0,0

0,0

0,0

0,0

0,0

0,0

Max

2,0

0,0

0,0

1,0

1,0

-1,0

1,0

0,0

0,0

0,0

0,0

1,0

0,0

0,0

0,0
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MCDA as a means of eliciting value

NATS

Nicleo de Avaliagéo de
Tecnologias em Satde

e  Decision analysis can provide an alternative way of measuring and
e eliciting value.

«  MCDA “is both an approach and a set of techniques, with the goal of
* providing an overall ordering of options” by looking at the extent to
* which a set of objectives are achieved.

*  Analyse complex situations characterised by a mix of objectives:

* disaggregate a complex problem into simpler components

* measure the extent to which certain options achieve the objectives
* weight these objectives

* re-assemble the components to show an overall picture

-':‘
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Applying MCDA into HTA — two

main approaches NATS
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%+ Supplementary to CEA (“incremental”)

*  building on HTA agencies’ existing criteria and processes

* tweaking the QALY and adjusting the ICER by considering any “additional” benefits
* greater transparency and replicability of current DM process

s* Pure MCDA (“clean slate”)

* starting from scratch, selecting the set of criteria and their weights
* producing a more encompassing and holistic metric of “value”

* additional robustness and flexibility

> Pure MCDA could better overcome theoretical limitations associated with criteria double-
counting, the incorporation of costs as attributes of benefit, and the displacement of benefits due
to additional costs



MCDA and its stages
 Aimis to enable decision makers reach a decision by laying out the
problem, objectives, values and options they are faced with in a clear and

Nucleo de Avaliagao de

tra n S p a re nt Way Tecnologias em Satide

Stages

* Decision context is established

*-Aims of the analysis, DMs, other key players

* Objectives are established, criteria identified, attributes selected
* Alternative options are identified

* Scoring

»-Options are assessed against the criteria

* Weighting

-Criteria are assigned weights to reflect their relative importance
* Aggregation

*Scores and weights are combined

 Examine results and conduct sensitivity analysis

Stages are informed through the engagement of all stakeholders
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DM is notlincorporated N ATS

A
CEA vs. MCDA
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Analysis Facilitated Decision Support
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Model supports DM process




Best Practice — Criteria

Nucleo de Avaliagao de
Tecnologias em Satide

Criteria need to follow a set of desired properties:

Essential

-all essential criteria should be considered

Understandable

-all participants to the DM process should have a clear understanding of their meaning
Operational

-performance of the options against the criteria should be measurable
Non-redundant

-no overlap or double-counting should exist between the different criteria
Concise/parsimony

-only the smallest number of criteria that can adequately capture the decision problem should be
used

Preference-independence

-preference orderings for each criterion should not depend on the performance of all other
criteria

STRIVE FOR SIMPLICITY RATHER THAN COMPLEXITY'!!!




Value Tree with criteria
hierarchies NATS
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Value Tree with criteria

hierarchies

Unmet need

NATS

Nicleo de Avaliagéo de
Tecnologias em Satde

prophylactic treatments

symptomatic trestments

Burden of iness Size of populstion

(Severity

causal teatments.

Incidence! prevalence.

Pandemic potential

Duration e g_shorterm s long trr)

Motalty (& proximity 1o death)

Uncedainty of evidsnce

Raspanse rate and toleranc,
Fas pense tate sl (lesance .,

Therapeutic imgact
Eficacyfefiectieness

Tirme of market entry

Typs (1 0. MoA)

QoL

Therapeutic
Impact

Extomal ity

Intemal valiity

Response rate 3

Tolerance

Ditect Clinically meaningfl endponts (objectie g OS. subjective. ¢ g HRQoL)

Indirect/ Surogate endpoints (Gisease-specdc. e g. BP, cholesterol)

Tolerabilty

Special warnings and precautions for use

Contra-indications i

drug events

Anatomical class.

Therapeutic class

Pharmacological class

Public heaith
ic he: o

\

Chemical class
Molecular structure

Spiover

Patient convenience

Dealing with resistance y

Risk raduction (o g risk factors, ransmission, pravenbon)

Medcal

Non-medical 3

Absertesism

Prosentosism

Pramature retirement 5

© Copyright Aris Angelis
and Panos Kanavos, LSE

Pramatura mortalty

(Carors




Value Tree with criteria
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Measuring Attractiveness by a Categorical Based Evaluation
Technique (MACBETH)

* “An MCDA approach that requires only qualitative
judgements about differences of value to help a decision
maker, or a decision-advising group, quantify the relative
attractiveness of options. (Bana e Costa et al, 2003)”

e We use M-MACBETH, a decision support system for:

structuring the value tree
scoring the options against the criteria through the
*development of value functions
weighting the criteria using a swing method
aggregating scores and weights using a linear additive model
analysing the results and conducting sensitivity/robustness analysis
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Construct the value tree

NATS
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g, M-MACBETH ({beta) : CAUsers\angelis\Desktop\MACBETH MAHTAImeb Tecnologias em Sadde

File Options Weighting Windows Settings Help

o/ =lm T e [mlasd gud S-4 A

Therapeutic Impact |

—| Direct Endpoints

45 Objective Endpoints
. The proportion of patients alive
4'] Overall Survival from the start of treatment
D Progression Free Suryival The proportion of patients that does

NOT experience progression events
45 Subjective Endpoints
4|:| Health Related Quality of Life The effect of the technology on patients’

HRQOL dimensions
48 Symptoms

4. Symptoms Effect The technology’s performance on a
symptoms scale
4. Symptoms Response Rate The proportion of patients
experiencing X% of symptoms
response




Eliciting preferences across criteria
(weighting) NATS

Nicleo de Avaliagéo de
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Mg, M-MACBETH (beta] : CAUsers\angelis\Desktop\MACBETH MAHTAImes
File Options Weighting Windows Settings Help

ol =@ L 2] @ (xloerd Bead 88 Al

Value tree

B Therapeutic Impact

-| Direct Endpoints
——]-] Objective Endpoints ”Of all the pOSSIbIe swings
——{Joverall Survival (changes) within these criteria
—{]Progression Free Survival ranges, which represents the
4|7 Subjective Endpoint: . .
e FRepems o biggest difference you care
—— |Health Related Quality of Life o
4|— Symptoms Weighting (Overall) x|
4.Symp10ms Effect
4I8ymptoms Response Rate - 2414
Weighting references li‘
Overall 0S | PFS | HRGoL | Symptoms E | Symptoms RR
references 100 100 10 10 80
[HRGoL ] 95 | 74 5 5 65
[ Symptoms E | a0 | 70 0 0 50
[ Symptomns RR ] 84 | 65 -5 5 35
[035] 80 | 50 -10 =10 20 Symptoms £
[PFS | 5 Symptoms RR
| all lower |
BIEZ o )i W

L T



Conduct sensitivity analysis

Mg, M-MACBETH (beta) : CAUsers\angelis\Desktop\MACBETH MAHTAmes

File Help

o =|d EEE 2L [Z 2 Aloe Soad (88 A

& Therapeutic Impact

=| Direct Endpoints

Objective Endpoints
Overall Survival

r".|, Sensitivity analysis on weight &J’
Cverall score 1w
1724
160 1
140 {
120
1000} B
80
60 A
40 4
W Intersection 20
[ E| () S —— Pla
R 0 1020304050[62.1P 80 90100 %
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Policy Implications
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Coverage

 Derive a “cost-per-unit of value” metric for each option by using MCDA scores and
costs

* Coverage/reimbursement decisions according to the incremental value of the
options

Pricing

 Develop a value based pricing index (disease specific) by conducting a linear
multivariable regression analysis to estimate the magnitudes of the effects of the
independent variables on the therapeutic candidate’s price

* Independent variables: MCDA criteria or cluster scores
 Dependent variables: prices
e Total number of observations: (number of criteria x number of stakeholders)



Conclusion

Nucleo de Avaliagao de
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» MCDA is a promising alternative approach for
use within HTA

* robustness in terms of the multiplicity of criteria that can be incorporated
« flexibility in terms of differential weights that can be applied

 comprehensiveness in terms of expanded stakeholder involvement (including
patients and public)

e transparency across all stages



Obrigada!

www.qgalybrasil.com

avaliatecnologia@gmail.com
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