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2×22×2 (2 by 2 Table)(2 by 2 Table)
(contingency table)(contingency table)

ゝゝAA

BB

さ exposure, predictor)
disease, outcome

ぜ

A : Rothman Dictionary of
Epidemiology

B : MacMahon, Hulley,
Fletcher,EBM NEW

B
2×2
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 (cohort study) (cohort study)

prospective studyprospective study ,,
(longitudinal study), (longitudinal study), (follow-up study)(follow-up study)

incidence studyincidence study ささ

 prospective cohort study = prospective cohort study =
prospective prospective studyprospective prospective study ,,
concurrent cohort study concurrent cohort study 

 retrospective cohort study = retrospective cohort study =
retrospective prospective study retrospective prospective study ,,
historical cohort study historical cohort study 

 (nested case-control study) (nested case-control study)
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Incidence Rate Ratio
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““retrospective studyretrospective study””
““prospective studyprospective study””
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cf. cf.  Nomura, et al. N  Nomura, et al. N EnglEngl J Med. J Med.
1991;325(16):1132-6, 1991;325(16):1132-6, ParsonnetParsonnet et al.  et al. N N EnglEngl J Med J Med
1991;325(16):1127-311991;325(16):1127-31
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SASSAS
DATA EXAMPLE;DATA EXAMPLE;
  SET LOAD.SB52ST20;  SET LOAD.SB52ST20;
  AGE = NENO;  AGE = NENO;
  IF TOB_PRES>=20 THEN TOB20=1; ELSE TOB20=0;  IF TOB_PRES>=20 THEN TOB20=1; ELSE TOB20=0;
  LABEL AST='  LABEL AST=' ' PY='' PY='ふふ ' SBP='' SBP=' ' AGE='' AGE=' ''

BMI='BMI=' ''
        ECG83='        ECG83=' ' TOB20='' TOB20=' 00 /d' SEX='/d' SEX=' ' CHOL='' CHOL='

';';
RUN;RUN;
PROC PHREG DATA=EXAMPLE;PROC PHREG DATA=EXAMPLE;
  MODEL PY*AST(0)=AGE SBP ECG83 TOB20 CHOL BMI  MODEL PY*AST(0)=AGE SBP ECG83 TOB20 CHOL BMI

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

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

SStroketroke.. 1997;28(1):45-52 1997;28(1):45-52..

BACKGROUND AND PURPOSE:BACKGROUND AND PURPOSE:
Change toward Western lifestyles, particularly during theChange toward Western lifestyles, particularly during the

high economic growth period (approximately 1960 to 1975),high economic growth period (approximately 1960 to 1975),
dynamically altered stroke frequency and the distribution ofdynamically altered stroke frequency and the distribution of
risk factors in the Japanese. We reexamined their associationrisk factors in the Japanese. We reexamined their association
after this environmental change by a cohort study.after this environmental change by a cohort study.

METHODS:METHODS:
The cohort (2302 subjects) comprised residents aged 40 yearsThe cohort (2302 subjects) comprised residents aged 40 years

or older of the or older of the Akadani-IjiminoAkadani-Ijimino district in Shibata City, Niigata district in Shibata City, Niigata
Prefecture, Japan, who were followed up from 1977 for 15.5Prefecture, Japan, who were followed up from 1977 for 15.5
years.years.
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--------------------------------------------------------------- --------------------------------------------------------------- =1 ----------------------------------------------------------------=1 ----------------------------------------------------------------

                                                          The PHREG Procedure                                                          The PHREG Procedure

                                                                                              Analysis of Maximum Likelihood EstimatesAnalysis of Maximum Likelihood Estimates

                                                                                Conditional Risk Ratio and                                                                                Conditional Risk Ratio and

                                                                                   95% Confidence Limits                                                                                   95% Confidence Limits

                                           Parameter      Standard        Parameter      Standard       WaldWald          Pr >           Risk          Pr >           Risk

 Variable    DF        Estimate        Error     Chi-Square    Chi-Square       Ratio       Lower       Upper    Label Variable    DF        Estimate        Error     Chi-Square    Chi-Square       Ratio       Lower       Upper    Label

 AGE          1        0.099882       0.01129      78.22158        0.0001       1.105       1.081       1.130     AGE          1        0.099882       0.01129      78.22158        0.0001       1.105       1.081       1.130    

 SBP          1        0.019076       0.00450      17.98311        0.0001       1.019       1.010       1.028     SBP          1        0.019076       0.00450      17.98311        0.0001       1.019       1.010       1.028    

 TOB20        1        0.407934       0.21028       3.76349        0.0524       1.504       0.996       2.271     TOB20        1        0.407934       0.21028       3.76349        0.0524       1.504       0.996       2.271    00 /d/d

 CHOL         1       -0.002830       0.00250       1.27734        0.2584       0.997       0.992       1.002     CHOL         1       -0.002830       0.00250       1.27734        0.2584       0.997       0.992       1.002    

 BMI          1        0.055840       0.04051       1.90039        0.1680       1.057       0.977       1.145     BMI          1        0.055840       0.04051       1.90039        0.1680       1.057       0.977       1.145    
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Prognostic significance of Ki-67 labeling indicesPrognostic significance of Ki-67 labeling indices
obtained using MIB-1 monoclonal antibody inobtained using MIB-1 monoclonal antibody in
patients with patients with supratentorialsupratentorial astrocytomas astrocytomas

WakimotoWakimoto H, Aoyagi M, Nakayama T,  H, Aoyagi M, Nakayama T, NagashimaNagashima G, Yamamoto S,  G, Yamamoto S, TamakiTamaki M, M,
Hirakawa K.Hirakawa K.

  CancerCancer 1996;77(2):373-80 1996;77(2):373-80

BACKGROUNDBACKGROUND  Identification of the prognosis of patients with  Identification of the prognosis of patients with gliomasgliomas  isimportantisimportant
for selectingfor selecting and evaluating the effectiveness of treatment. The aim of this studyand evaluating the effectiveness of treatment. The aim of this study
was to evaluate the Ki-67 labeling index (LI) using the newly generated MIB-1was to evaluate the Ki-67 labeling index (LI) using the newly generated MIB-1
monoclonal antibody (monoclonal antibody (MoAbMoAb) as a prognostic indicator for patients with) as a prognostic indicator for patients with
astrocytomas.astrocytomas.

METHODSMETHODS  Ki-67  Ki-67 immunohistochemistryimmunohistochemistry was performed on paraffin sections to was performed on paraffin sections to
estimate the growth potential of 72 estimate the growth potential of 72 supratentorialsupratentorial astrocytomas using the MIB-1 astrocytomas using the MIB-1
MoAbMoAb after hydrated autoclaving treatment. Multivariate analysis using the Cox after hydrated autoclaving treatment. Multivariate analysis using the Cox
proportional hazard proportional hazard stepwise modelstepwise model was used to evaluate the influence of Ki-67 LI, was used to evaluate the influence of Ki-67 LI,
as well as other as well as other prognostic factorsprognostic factors, on the duration of survival of patients with, on the duration of survival of patients with
supratentorialsupratentorial astrocytomas. astrocytomas.
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Factors affecting mandibular complications in low doseFactors affecting mandibular complications in low dose
rate brachytherapy for oral tongue carcinomarate brachytherapy for oral tongue carcinoma

with special reference to spacer.with special reference to spacer.
Miura M, Takeda M, Sasaki T, Inoue T, Nakayama T, Fukuda H, Hoshi A, Miura M, Takeda M, Sasaki T, Inoue T, Nakayama T, Fukuda H, Hoshi A, HoshinaHoshina M, M,

Shibuya H.Shibuya H.
IntInt J  J RadiatRadiat  OncolOncol  BiolBiol Phys Phys 1998 ;41(4):763-70 1998 ;41(4):763-70

PURPOSE:PURPOSE:
  To evaluate the To evaluate the efficacyefficacy  (effectiveness ? )(effectiveness ? ) of a spacer in the of a spacer in the

prevention of mandibular complications in low dose rate (LDR)prevention of mandibular complications in low dose rate (LDR)
brachytherapy (BRT) for oral tongue carcinoma.brachytherapy (BRT) for oral tongue carcinoma.

METHODS AND MATERIALS:METHODS AND MATERIALS:
A A retrospective analysisretrospective analysis  (( retrospective cohort study )retrospective cohort study )waswas
conducted using 103 patients with T1 or T2 tongue carcinomaconducted using 103 patients with T1 or T2 tongue carcinoma
treated by a single plane implantation of iridium (192Ir) pinstreated by a single plane implantation of iridium (192Ir) pins
between 1979-1994between 1979-1994……
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モモ RCTRCT ⅤⅤ

 RCTRCT フフ

 ⒢⒢ RCTRCT
⒢⒢

っっ

BurkhardtBurkhardt    KienleKienle.. Controlled clinical trials and medical ethics.Controlled clinical trials and medical ethics.
LancetLancet 1978;2(8104-5):1356-9 1978;2(8104-5):1356-9
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Randomized versus historical controlsRandomized versus historical controls
for clinical trials.for clinical trials.

RCTRCT historical controlled studyhistorical controlled study
..

1970;59:5881970;59:588

55 ⒢ ⒢⒢ ⒢

RCTRCT 5050 1010
2020  historical controlled study historical controlled study

4444 7979  (Sacks H, et al.  (Sacks H, et al. Am J MedAm J Med
1982 Feb;72:233-40)1982 Feb;72:233-40)
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Non-randomized Trial Non-randomized Trial ㈰㈰

モモ RCTRCT
historical controlshistorical controls

⒢⒢
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GehanGehan    FreireichFreireich.. Non-randomized controls inNon-randomized controls in
cancer clinical trials. cancer clinical trials. N N EnglEngl J Med J Med 1974;290(4):198-203 1974;290(4):198-203
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フフ

•• Benson K, Benson K, HartzHartz AJ AJ
A comparison of observational studies andA comparison of observational studies and
randomized, controlled trials.randomized, controlled trials.
N N EnglEngl J Med J Med 2000;342(25):1878-86 2000;342(25):1878-86

•• John John ConcatoConcato, , NiravNirav Shah, Ralph I.  Shah, Ralph I. HorwitzHorwitz
Randomized, Controlled Trials, ObservationalRandomized, Controlled Trials, Observational
Studies, and the Hierarchy of Research DesignsStudies, and the Hierarchy of Research Designs
  N N EnglEngl J Med J Med 2000;342(25): 1887-92. 2000;342(25): 1887-92.

•• ふふ RCTRCT
フ ぜフ ぜ
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Therapy: HRTTherapy: HRT ⑭⑭



7979

フフ

efficacyefficacy



effectivenesseffectiveness



efficiencyefficiency





8080

⒢ ぜ⒢ ぜ

MAC studyMAC study
  Detels R, et al. Effectiveness of potent antiretroviral therapy on time toDetels R, et al. Effectiveness of potent antiretroviral therapy on time to
AIDS and death in men with known HIV infection duration. AIDS and death in men with known HIV infection duration. MulticenterMulticenter
AIDS Cohort Study Investigators. AIDS Cohort Study Investigators. JAMAJAMA 1998;280(17):1497-503 1998;280(17):1497-503
CONTEXT:CONTEXT:

Time to development of acquired immunodeficiency syndromeTime to development of acquired immunodeficiency syndrome
(AIDS) and time to death have been extended with the increased(AIDS) and time to death have been extended with the increased
use of combination therapy and protease inhibitors. Cohortuse of combination therapy and protease inhibitors. Cohort
studies following up persons with human immunodeficiency virusstudies following up persons with human immunodeficiency virus
(HIV) infection in periods characterized by different therapies(HIV) infection in periods characterized by different therapies
offer the opportunity offer the opportunity to estimate therapy effectiveness at theto estimate therapy effectiveness at the
population level.population level.
OBJECTIVE:OBJECTIVE:

To assess the effectiveness of self-reported, long-term potentTo assess the effectiveness of self-reported, long-term potent
antiretroviral therapy in a cohort of 536 men whose duration ofantiretroviral therapy in a cohort of 536 men whose duration of
HIV infection was known (HIV infection was known (seroconvertersseroconverters).).
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 ┐ゼ┐ゼ R. R. SpasoffSpasoff  
36753675

 ┐ゼ┐ゼ G. RoseG. Rose
29002900

 チチ 25002500
 ∟∟ 24002400
 こ ┐ゼこ ┐ゼ I. I. KawachiKawachi & B. Kennedy & B. Kennedy

フ ♣フ ♣ 24002400

 Gray, MuirGray, Muir. .   Evidence-Based Healthcare (2Evidence-Based Healthcare (2ndnd ed). Churchill ed). Churchill
Livingstone. 5216Livingstone. 5216
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 (Incidence Proportion: IP) (Incidence Proportion: IP)

ふ Ⅴふ Ⅴ population at riskpopulation at risk

RiskRisk

Attack RateAttack Rate

IP = 1- Survival ProportionIP = 1- Survival Proportion SP:SP:
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IPIP ささ

 3%3% 1010 1010

55
20%20% 1010

2020 00 20%20% 22 40%40%
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11 33

(( ))
11 ┘┘ 11 0.040.04 0.960.96
22 ┘┘ 11 0.040.04 22 0.90.922
 11 ┘┘ 0.960.96 22 ┘┘ 0.960.96

33 ┘┘ 11 0.040.04 33 0.0.8989
33   11 0.040.04 33

 0.11   0.11  11%11%
4%×34%×3
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ふ Ⅴふ Ⅴ population at riskpopulation at risk

(cumulative incidence : CI)(cumulative incidence : CI)
┐┐ 5252

Incidence Proportion (Incidence Proportion (SynSyn: Cumulative Incidence: Cumulative Incidence ……
J.LastJ.Last. Dictionary of . Dictionary of Epidemiology  Epidemiology  9292

tt ⅤⅤ   r(tr(t)) 00
ふふ TT

ⅤⅤ

 よよ
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