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® Model: state-transition Markov model

@ Transition rates: Extracted from literature reviews and
calibrated to the setting of Brazil. (Goldie SJ Vaccine.2007)
We calibrated them to fit a Japanese setting using age-
dependent incident rates of cervical cancer. (Matsumoto K
Clinical Gynecology and Obstetrics.2009)

@ Cost: patient’s payments (national tariff, Univ. of Tokyo) and
time costs (Ministry of Health, Labour and Welfare.2008)

@ Quality of life weights: (Goldie SJ J.Natl Cancer Inst.2004,
Kutasingam SL JAMA.2003, Mandelblatt JS JAMA.2002)

@ Discount rate: 3% (Ministry of Econamy, Trade and Industry 2007)

& Vaccine efficacy: relative risk 0.12 (0.03-0.46)
(La Torre Vaccine. 2007, Rambout L Can Med Assoc J.2007)
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What is a clinical trial?

* A clinical trial is any research study that
prospectively assigns human participants or
groups of humans to one or more health-
related interventions to evaluate the effects
on health outcomes.

* Interventions include but are not restricted
to drugs, cells and other biological products,
surgical procedures, radiologic procedures,
devices, behavioural treatments, process-of-
care changes, preventive care, etc

from WHO ICTRP

“Principles” of ethics

Benefits : Maximize good

(BeneficenceE=1T) .
Risks :Avoid doing harm Benefits Risks

(Non-maleficence f&fEH) || Subject

Subject : Respect for persons .

(Autonomy B {#) Society
Society : Fairness to all

(Justice IEZ)

[Belmont Report 1978]




[Randomized Controlled Trial (RCT)|
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EUERABRER (2003)

ATC-DDD/

Loooitay EBEM ERSEE

generic name M

1. /JL73R % (amlodipine) FILFE

28.7 3405 A 1100{%[

2. HZXH— (famotidine) HHHE 253 300FA 7508HM
3. A FREYY (asprin) FididE 189 2305 A  53(EM
4. FFF=—)b (theophylline) FgS  16.8 20085 A 321{&HM
5. 2X\OF Y (pravastatin) BAEMEE 12.6 1905 A 1018(EM

Monthly S92 BESL LY 20048 REZICHH SFIRIZ? 2

[Randomized Controlled Trial (RCT)|
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(generalizability)
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« EXET /U (intent-based model)

BHH# (ends)
« &EZBETIL (approval-based model)
FH (means)
ERRZH B R ESNERRRBRRA
TOWEREOER (20032 $I3R)

“Innovative therapy” &I

Levineld:, “intent-based moded”[TLT=A X IEBBH 1 &42Y, “approval-based
model”ITUT=M R IETBFR 1 &40 54D % “innovative therapy” * LIEU, HE

DEUVERDT, )
COBZITE SN T2000EITA LS UF AR ERRIMT AL,

COEBIITRIEL2008FEAINL DX HREISHELTHRES TS,
KEFARLEBRODE

* & {Zinnovative practice, ¥[Znonvalidated practicelHFFLTLVS,

12




ANIVOUXREE (VI IHEIE, 2008)
53518
- HIAEBDRE (treatment)ZH N T, EEHASh I ARITANE
ELLE L, SREThONER Thh -8 BEEELIEE
BLOEREFTAIRBANLOALTH—LE a0 2o BY
EMROMERRHEBTHNIE., BMIE, TEMEBATA T
HRLVAE{T AZEER T B(use an unproven intervention)ZEATE
ELN
s EL. FhITEANZORBITETESENRS. BFE2EET
3., FFEEEENTLEANHIH LG LB EICB M,
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