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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,
Kulasingam SL JAMA.2003, Mandelblatt JS JAMA.2002)

® Discount rate: 3% (Ministry of Economy, 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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2. “Approval’DIEF & F DRBSEF

B& ER 8 ER clinical trial &(3

« NZRWT

s SHEDT=8IZ
« ERMIZATS
« BEpyEER

* Human
* For evaluation

* Intentionally
execute

* Scientific
experimentation

Llcal Trials Hegistry Platfors (10THEY

Fedoome o the WHO International Clirical
Trinls Registry Platform
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: 2?:;&4:’9&&01
ot Triate
Besisier Biationn Ww‘g&m ©F alf inswrvenionyd trivls 15 @ sciertit, ethical and more?
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_platform . Whates a chinal trealt

“Baskground

h & chnical trist is vy resesrch m(ay et prospectively sssigns human
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T Results . of -carn changes, prevantivn mm e Rl

NOWS B BVINE punctione
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Tiky e Sagiser Nepck e Janmrratiensl dearsh e

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
5

“Principles” of ethics

Benefits : Maximize good
(Beneficence#4T)

Risks : Avoid doing harm Benefits Risks
(Non-maleficence fRfE®) || Subject
Subject : Respect for persons .
(Autonomy B i) Society
Society : Fairness to all
(Justice IE#%)
[Belmont Report 1978]
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IRandomized Controlled Trial (RCT)|

population sample
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(generalizability)

WA BER (2003)

ATC-DDD/

BB generic name MG  1000day BEW FMFLIT
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2. HRH— (famotidine) ERM 253 3005 A 750{%M
3.8 TFREVYY (asprin) Him#e 189 2305A  53{8M
4. 7#F—JU (theophylline) BEB 168 2005 A 321{&8M
5. A\OF Y (pravastatin) MASMAE 12.6 1905A 1018{&M

Monthly 392 ERSFUY 20045 EEEICHMN BFEI<? ?
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IRandomized Controlled Trial (RCT)|
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(generalizability)

Randomized Controlled Trial (RCT) ?

population sample

andom random
ampling ? Allocation?

(generalizability)

BRRLFRESTH2DDETIL

« EEET U (intent-based model)
HE (ends)

« EEBET )L (approval-based model)

FE (means)
SR K2 B R 905 B S M B PR B R AR B
TOHERDOER  (2003.2 H3HR)

“Innovative therapy” &I

Levinel, “intent-based model”|ZLT=A¢Z (LT 88 MILA2Y . “approval-based

model”ILT=M R IETHHR 1 42 5L DE“innovative therapy” * LMY, HE

DEVERDT=.
COMEBISEIVT200EICAL DU FEER2AF I WAL NI,

CORRIETREL2008EFFEANL SO FABHSHELTHRSA TS,
Table 1. LevinelCk B REBRD I

approval-based model
L5 4 S
snapproved approved
5 A: §1R R V%
intent-based _ pescralizableknowledge  CREmedwRH®; 00
model SN s innoyative therapy 0: 34
personal care et st o)

lidated practice&bFLTLVS,

*#I(Cinnovative practice, 51
12
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Appelbaum (1982)

MAMELVSER#R I (therapeutic misconception)
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A 21—
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FRRSA T4 T @M ELY,

s TORZADMEF
1987 Treatment IND
1992 Parallel track
1997 clinicaltrials.gov

=Compassionate use

ERERBLERDEFHIL (1) DoH

2000.10 NV X EEBIE(TOVNT)
16. The design of all studies should be publicly
available

2008.10 ML X EBBIE(/ )

19. Every clinical trial must be registered in a
publicly accessible database before
recruitment of the first subject.
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