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1991;325(16):1127-31
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A =72 (person-time method)
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DATA EXAMPLE:
SET LOAD.SB52ST20:
AGE = NENO;
IF TOB_PRES>=20 THEN TOB20=1; ELSE TOB20=0;
LABEL AST='"&fixzze1" PY="gl22 21’ SBP="Ix#a A" AGE="2 7'

BMI='BM I
ECG83="Iy E#flE)' TOB20="E2E =204 /d" SEX="{%5I' CHOL="1
BB LA TEH— )L
RUN:
PROC PHREG DATA=EXAMPLE:;

MODEL PY*AST(0)=AGE SBEP ECG83 TOB20 CHOL BMI
/' RISKLIMITS;

BY SEX;
RUN;
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A 15.5-year follow-up study of stroke in a Japanese
provincial city : The Shibata Study.

Nakayama T, Date C, Yokoyama T, et
al.

Stroke: 1997528(1):45-52.

BACKGROUND AND PURPOSE:
Change toward Western lifestyles, particularly during the
high economic growth period (approximately 1960 to 1975),

dynamically altered stroke frequency and the distribution of
risk factors in the Japanese. We reexamined their association
after this environmental change by a cohort study.

METHODS:

The cohort (2802 subjects) comprised residents aged 40 years
or older of the Akadani-Ijimino district in Shibata City, Niigata
Pretecture, Japan, who were followed up from 1977 for 15.5
years.
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The PHREG Procedure

Analysis off Maximum Likelihood Estimates

Conditionall Risk Ratiorand
95%, Confidence Limits

Parameter Standard Wald Pr> Risk

Variable: DE Estimate Error Chi-Square Chi-Square Ratio Lower Upper Label

AGE 0.099882  0.01129  78.22158 0.0001 1.105  1.081 1.130 i

SBP 0.019076  0.00450  17.98311 0.0001 1.019 1.010 1.028 UXfEEAME
110)=740] 1 0.407934  0.21028  3.76349 0.0524 1504 0996 2.271 EE=20A/d
CHOL 1 -0.002830°  0.00250  1.27734 0.2584 0.997 0.992 1.002 M;F#RIVATA-N
BVl 0.055840  0.04051 1.90039 0.1680 1.067 0977 1.145 BMI




THE LA NC ET 'HE LANCET

Prospective studies collaboration.

Cholesterol, diastolic blood pressure, and stroke:
13,000 strokes in 450,000 people in 45 prospective
cohorts.

Lancet. 1995 Dec 23-30;346(8991-8992):1647-53.

Age—specific relevance of usual blood pressure to
vascular mortality: a meta—analysis of individual data

for one million adults in 61 prospective studies.
Lancet. 2002 Dec 14:360(9349):1903-13.
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Prognostic significance of Ki-67 labeling indices
obtained using MIB-1 monoclonal antibody in
patients with supratentorial astrocytomas

Wakimeto H, Aoyagi Vi, Nakayamai II, Nagashima G, Yamamoto S, Tamaki M,
Hirakawa K.

Cancer 1996;77(2):373-80

BACKGROUND: Identification of the prognosis of patients with gliomas isimportant
for selecting and evaluating the effectiveness of treatment. The aim of this study

was to evaluate the Ki-67 labeling index (LI) using the newly generated MIB-1
monoclonal antibody (MoAb) as a prognostic indicator for patients with
astrocytomas.

METHODS: Ki-67 immunohistochemistry was performed on paraffin sections to
estimate the growth potential of 72 supratentorial astrocytomas using the MIB-1
MoAb after hydrated autoclaving treatment. Multivariate analysis using the Cox
proportional hazard was used to evaluate the influence of Ki-67 LI,
as well as other , on the duration of survival of patients with
supratentorial astrocytomas.
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Factors affecting mandibular complications in low dose
rate brachytherapy for oral tongue carcinoma

with special reference to spacer.
Miura W, Takedai M, Sasaki T, Inoue 1, Nakayama T, Fukuda H, Hoshi A, Hoshina M,

ShibuyaH.
Int J Radiat Oncol Biol Phys 1998 ;41(4):763-70

PURPOSE:

To evaluate the (effectiveness ? ) of a spacer in the
prevention of mandibular complications in low doese rate (LDR)
brachytherapy (BRT) for oral tongue carcinoma.

METHODS AND MATERIALS:

A (— retrospective cohort study )was
conducted using 103 patients with T1 or T2 tongue carcinoma

treated by a single plane implantation of iridium (192Ir) pins
between 1979-1994...
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Burkhardt & Kienle. Controlled clinical trials and medical ethics.
Lancet 1978;2(8104-5):1356-9
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Randomized versus historical controls
for clinical trials.

PR IEZEISEE Y S . A RER = DHEE [
RCT (=t ~historicall controlled studyCldz L <

I_JL\( J? EZKW*—I' ;F'ﬁnlb\
1970:59:588) ,

| SHEZEMD aiEA (VR +HEFEMEIE) SOV T,
RCTClE50# &R Aa 2 Eifmaml =D 1E10
(2090) Cdnrl). historical controlled study Tl
44(79%) = DIZ5 (Sacks H, et al. Am J Med
1982 Feb;72:233-40)
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Gehan & Ereireich. Non-randomized controls in
cancer clinical trials. N Engl J Med 1974;290(4):198-203




Gehan & Ereireichiid) =55

E=HIREE o S G IS == e /="histerical 7= ==& DK ,

WMAaEISB N ClEEEL CEEHZEMHZFE>THIEL TS,

wETE I3 LEREL CEHEEREREISEYUMNECACEDNBY ., HHeths

[SHEIEES AL EN DS,

I:Efﬁ AL SRR S N FE2E Ch S AN EE R B Z (T EN S (&
Sl CHENFRE IZz=IT =0 B oTLVD),

Historicall controlsZ s H 9 1113, Fi=7ZER KA EE D 1= 6D D ¥t R FH HF

DLULTHCI &,

aEEnE14., E2tH CREER BB EEVIEN TSI ED T oT-

5. 50% 9 DDFEIL CiaEEz2|Y 14 LT mEAMICEFSNELY,




AN EXEEEDOCONFLICT
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CH LIRS EZ M tEZ [ 52 (experimentations) [ {2kl

LTy |TELBHE,

IHE N @2 (individual ethics) | & & El{mEE (collective
ethics) M=% ( Burkhardt )
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Benson K, Hartz AJ
A comparison of observational studies and

randomized, controlled trials.
N Engl'J Med 2000;342(25):1878-86

John Concato, Nirav: Shah, Ralph |. Horwitz
Randomized, Controlled Trials, Observational
Studies, and the Hierarchy of Research Designs
N Engl J Med 2000;342(25): 1887-92.
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e =1 /1 (efficacy)
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« -5 24 (effectiveness)
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« 3f12% (efficiency)
» JXLTI=YDEE




=75 i Gl e Pz e R A
WMIAEC study o5l

Detels R, et al. Hffectiveness of potent antiretrovaral therapy on time to
ATDS and death in men with known HIV infection duration. Multicenter
ATDS Cohort Study Investigators. JAMA 1998;280(17):1497-503

CONTEXT:
Time to development of acquired immunodeficiency syndrome
(AIDS) and time to death have been extended with the increased

use of combination therapy and protease inhibitors. Cohort
studies following up persons with human immunodeficiency virus
(HIV) infection in periods characterized by different therapies
offer the opportunity

OBJECTIVE:

To assess the effectiveness of self-reported, long-term potent
antiretroviral therapy in a cohort of 536 men whose duration of
HIV infection was known (seroconverters).
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= J [Last. A Dictionary of Epidemiology (4”‘ o)) Oxford
University Press. 3419 (AN EEE E=izi ZE3hR
HA AR 5= 2900 q)

s Rothman & Greenlandl Modern Epidemiology (279 ed)
Cippincott=Raven 99401

= Rothman Epidemiology: An Introduction. Oxford Univ
Press. 3973 (KB =e = -#EAEEIER ORX N DIE
24 Bl B~ RV fE[E R 2625M)

= MacMahon & Trichopoulos. Epidemiology: Prinsiples and
Methods (279 ed). Little Brown & Co 5646
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= Gray, Muir. Evidence-Based Healthcare (2" ed). Churchill
Livingstone. 5216
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« 128 1—0.04 (= 0.96)

« 27H (1—0.04)2 (= 0.92)
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< B E STz B B DT =T e 5 2
£8P yn i e O e B2 T i N [ (population at risk)

« IE%5HE 2= (cumulative incidence : ClI)EE BT S - - = |
FUIZEFEANE SHDEZE p52

* Incidence Proportion (Syn: Cumulative Incidence)...

J.Last. Dictionary. of Epideniiology: p92
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