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要旨:本研究の目的は、 EuropeanOrganization for Research and Treatment of Cancerにより開

発された印RTCQuality of Life Questionnaire-C30 (version 3.0)の標準中国語版の信頼性，妥当

性と適用可能性を検討することである.調査対象は7つの大学附属病院に入院していた婦人科癌

(n=17)、肺癌 (n=33)および乳癌患者 (n=20)であった. 9つの多項目尺度に含まれる項目間の相

関係数について，項目が属している尺度との相関係数の絶対値は，項目 1，10，20および 25を除いて

すべて 0.4以上で，属していないほかの尺度との相関係数より高かった.9つの多項目尺度のうち，

8つの Cronbachアルファ係数は 0.70より大きく、認識機能CFは0.70未満であった.各尺度聞の

ピアソン相関係数はほとんど O.7未満であった.EORTC QLQ-C30の尺度は期待された SF-36の尺度と

相関した.異なる転移範囲を持つ患者の間多くの機能尺度と症状症状尺度・項目に有意差が認められ

た.敏感性の検討では、役割機能、社会機能および吐き気、不眠と食欲不振の得点が経時的に変動し

た.全般的にはこの標準中国語版が中国婦人科癌、肺癌および乳癌患者の QOLを評価するための有効

な調査票だと示唆された.
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In1roduc1ion 

Cancer affec1s a1 leas1 9 million people and caus回 5million dea1hs worldwide each year. Epidemiological 

studies show 1ha1 cancer is the second leading cause of dea1h泊mos1developed coun1ries， and similar 1rends are 
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emerging加 developingcountries as well (WHO， 1995). Advanc巴sin cancer treatm叩 thave raised the survival 

rate of cancer patients. Disease of cancer and its treatment， however， cause numerous physical and psychosocial 

conditions of cancer patients， which may subsequently affect the patients' normal patterns of social activities 

and their psychosocial and spiritual well being.τllIs， in turn， may interfere with their succ巴:ssfulprocess of 

凶 ncertreatment. Traditionally， the evaluation of cancer therapi巴shas been focusing on biomedical outcomes 

such as tumor response， disease-企eeconditions， overall survival rate， and treatment-related toxicity. While thes巴

biomedical parameters remain significant in the process of outcome evaluation， a comprehensive and holistic 

method of ass回smentfor cancer patients is inαeasingly needed to measure the impact of cancer treatment on 

functional and psychosocial health of the patient. 

It is commonly believed that tlle quality of life (QOL) reflects the subjective p釘ceptionsof well being in 

each individual. A concept of QOL was first used in the U.S. shortly after the Second World War in order to 

designate the view of a better life in whicll a pぽsonhas much more to do with than just with financially secured 

stat回.百leearliest research on QOL加 medicalfield can be traced back to the 1940s.τlIe World Health 

Organization何'HO)implicitly introduced the conc叩tof QOL into health回refield when health was defined as 

"state of physical， mental， and social well being and not merely the absence of disease or infrrmity (WHO， 

1947)." Karnofsky and Burchenal (1949) studied quality of life of the oncology population by looking 

objectively at the functional status of patients. 1n the 1970s， the WHO (197町巴xplicitlystat巴dthat a11 

individuals have a rigllt to psychosocial care and an adequate quality of life in addition to physical care. 1n the 

1980s， the U.S. Food and Drug Administration (FDA) indicated that the approval of new drugs would require a 

favorable effect on survival and/or quality of life of patients (Johnson & Temple， 1985). Recentlぁqualityof life 

has become one of the most important foci in oncology nursing practice and research. Issues related to quality 

of life have been identified as among the top three priorities for research by the American Oncology Nursing 

Society (Stetz & Haberman， 1995). Wi由泊 oncologyfield， quality of life has been assessed for the fo11owing 

five pu中os回;First， to describe the nature and extent of functional and psychosocial problems encountered by 
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patients at various stages in the course of disease trajectory; second， to establish norms of psychosocia1 

morbidity among specific patient groups; third， to monitor quality of life and quality of care with eyes toward 

improvement of the way in which treatment is delivered; forth， to eva1uate the e節回cyof altemative medica1 or 

psychosocia1 interventions through c1inical tria1s; fifth and 1astly， to screen individua1 patients for the necessity 

of psychosocia1 illterventions such as counseling or psychotherapy (Aaronson， 1990). 

Although quality of life has become an important indicator to eva1uate the treatment outcome， there has been 

litt1e agreement on the definition of health re1ated QOL.τ11ere are as many definitions of the "quality of life" as 

the number of p巴叩1ewho use the tenn. For examp1e， Donovan et a1. (1989) defined quality of life as “a 

person's su恥ctivesense of well-being derived from cu紅白texperiellce of life as a who1e."百 edomaills of 

QOL for cancer patients inc1uded at 1east physica1 and psycllOsocia1 fie1ds， and spiritua1 and globa1 measures are 

a1so recommend to be added (Donovan et a1.， 1989). H町nquist(1982) described a construct of QOL based on 

the satisfaction of human needs in six domains: pllysica1， psycho10gica1， socia1， active， marita1， and politica1. 

Cella and Cherill (1988) proposed a definition of QOL that“refers to patient's appraisa1 of and satisfaction with 

the註current1eve1 of伽lctioningcompared to what they perceive to be possib1e or idea1." Feηans (1990) 

reviewed existing defillitionsぱ QOL企omvarious disciplines and classified into five broad categories: (1) 

nonna1 life; (2) happin巴ss/satisfaction;(3) achievement of persona1 goa1s; (4) socia1 utility; and σ) natura1 

回pacity.

τ11ere is 1l0W a g印釘a1agreemellt on two main points (Aaronson et a1.， 1991). First， health-re1ated quality of 

life is a multidimensiona1 concept that includes the broad area of functiona1 status， psychosocia1 well b巴illg，

health perceptions， and disease-and tr巴atrnent-re1atedsymptoms. Second， quality of life assessment is 

essentially subjective.百let釘getindividua1 is the primary source of information on tlle quality of his or her life， 

although information from family members and health care personne1 may often be use釦1.百lefocus is on 

identifying the su吋ectiveexperience of the persoll w110se quality of life is in question. 

Based on these two points， a great dea1 of e宜'orthas been made by numerous researchers toward 
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operationalizing quality of life in a multidimensiona1合ameworkusing traditiona1 methods of instrument 

deve10pment. A number of se1f-administered questionnaires have been deve10ped for patients to quantify their 

psychosocia1 h回1thstatus within a range of discrete doma加s.Examp1es include the Functional Living 1ndex-

CancerσLIC， Schipper H et a1.， 1984)， the Spitzer Quality of Life 1ndex (Spizer WO et a1. 1981) and the 

European Organization for Research and Treatment of Cancer Quality of Life Questionnaire (EORTC QLQ・C30，

Aaronson NK et a1.， 198め.τ'heseillstrumellts have the following characteristics in common (McCartney & 

Larson， 1987; Aaronson et a1.， 1991). (1)百1回equ邸tionnaireshave been deve10ped for specific use among 

cancer popu1ations. (2)百巴ycover an adequate range of QOL domains.σ) Their psychometric testings 

demonstrate their reliability and validity. (4)百1句 aresu血cientlybrief but comprehensive to use in clinica1 

research settings. TIle use of these multidimensiona1 instruments wou1d provide accurate means to capture the 

su吋巴cts'QOL. 

This study focused on the quality of life questionnaire (QLQ・C30)deve10ped by the European Organization 

for Research and Treatment of Cancer (EORTC)， an intemational non-profit organization estab1ished in 1962. 

百leaims of the EORTC are to conduct， deve10p， coordinate and facilitate canc釘 researchprojects that 11ave 

been carried out in Europe by multidiscip1inary groups of onco10gists and basic scientists.τ'he Quality of Life 

Study Group ill the EORTC was set up in 1980. 1n 1986， the group initiated a r回earchprogram to deve10p an 

integrated modu1ar approach to eva1uate QOL of patients participating in clinica1 tria1s of cancer treatment 

(Fayers et a1.， 1999).百leEORTC QLQ-C30 has been used in a wide range of cancer clinica1 tria1s as well as in 

non-tria1 studies by a number of research groups. Since the EORTC QLQ・C30was d回ignedas a core 

questionnaire for potentia1 use for cancer patients， it was necessary to determine whether its psychometric 

properties are stab1e in various cancer popu1ations.τl1e initia1 t田twas carried out by the EORTC QOL Study 

Group with 3461ung cancぽ pati叩ts(A紅onsonet a1.， 1993). Subsequent1ぁanothertest was conducted by the 

Nationa1 Cancer Institute of Canada (NCIC) Clinica1 Tria1s Group (CTG) (Osoba et a1.， 1994) including 535 

patients with heterogeneous cancer diagnoses (breast cancer， 1ung cancer， ovarian cancer， and other cancer) as 
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we11 as Norwegian pati巴，ntswith head， neck， and other cancer.百leEORTC QLQ・C30has been trans1ated into 

various 1anguag巴sand has been tested for its validity and reliability由roughits replication study on three 

subgroups of patients企om12 internationa1 study sites inc1uding English-speaking countries， Northern Europe 

countries， and Southern Europe countries. Reliability and validity of the trans1ated versions of the EORTC 

QLQ・C30were high1y consistent across the three subgroups (血lderson，Aaronson， & Wilkin， 1993).百leQLQ-

C30， (version 2.0) was trans1ated into Standard Olinese (Zhao & Kanda， 2000). The validation ofthis“口lInese"

version have been tested， but reliability and validation of physica1 and cognitive釦nctioningsubc1ass did not 

meet the standards. In the version 3.0 of Q1心・C30first five items are coded with the same response categories 

as item 6 to 28， name1y “Not at a11"，“A little"，“Quite a bit"， and “verymuch"σayers et a1.， 1999). 

百1巴aimsof this study were to eva1uate psychometric properti回 ofthe Standard Chinese version of European 

Organization for Research and Treatment of Cancer Quality of Life Core Questionllaire (version 3.0). 

Method 

sll輔副.s._Gyneco10gica1，1ung， and b印刷 cancerpatients were recruited企om7 hospita1s a節liatedwith 

universities卸α1ina.Illc1usionαiteria were a COll宣rmeddiagnosis of canc町;aged 18 years or older; an abi1ity 

to read alld write Standard Chinese; and a consent to participate in the stud予

0llP_<:fionnllir色 EORTCQLQ・C30(v釘sion3.0) is a 30・itemqu回tionna註eincluding mu1ti-item subclass and 

sing1e items tha1 reflect the multidimensionality of the construct of QOL. Subc1ass and single items in 1he QLQ・

C30 include: five白nctiona1subc1ass (physica1， ro1e，∞gnitive， emotiona1， and socia1); three symptom subc1ass 

(fatigue， pain， and nausea/vomitillg); a globa1 hea1tll/QOL subsca1e; sing1e items for 1he assessmen1 of addi1iollal 

symptoms commoll1y reported by cancer patients (dyspnea， appetite 10ss， sle叩 disturban回， constipation， and 

diarrhea); and an item related 10 the perceived fillancia1 impact of回ncerand cancer treatment.τ11e two items in 

the globa1 health/QOL subscale use modified 7・pointlinear analogue scales. Al1 of the other items are s∞red on 

4・pointLiker1-type sca1es ranging企om1百ota1 a11" to 4“verymuch." 

The SF・36is a hea1tll survey questionnaire which includes eight gen釘a1health concepts: Physical 
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Functioning σ F町);role limitations d伽u巴tωop仲hy凶s討ic叫a叫1health p戸)ro曲blel巴白ms

General H恥.ea剖a叫lt白hpeぽ.rc叩ti叩 s(ρGl町司;V羽it凶ali日i均t旬y(σVT勺);Social F冶m叩nc叫t“io叩置岨叫仰1吋由II暗 (伊S町町;role limitations du巴to emotional 
p.roblems (Role-Emotional，阻.);and Mental Health (M町.The SF・36has be叩 t.ranslatedinto Chin蹴 (R叩 d

a1.， 199め.τ'hepsychomet.ric analyses found that the ChIIlese versionぱ theSF・36satisfied∞nventional 

psychometricαiteria. All items use 5 or 6・choiceresponse scales. 

nata collection-百四QLQ C30 was completed by patients before st釘tof treatment，出elast day of first cours巴

middle time of treatment circle and the 1ast day of a circle. The SF・36was completed beおrestart of treatment 

and the last day of自ぉtcourse.τ11e patients were asked to complete the questionnair回 beforeb巴ingdischarged 

企omthe hospita1. Sociodemographic and clinical data of the patients were also collected企omtheir medical 

records at thos巴time.

Filatjstjcal aD alysjs. Three approaches were taken to evaluate the construct validity of the QLQ-C30SC. First， a 

multitrait scaling analysis (Hays， et a1.， 1998， Stewart， Hays & Wa.re， 1998) was pぽfωmedto test item 

convergent and disαimIIlant validity based on the examIIlation of correlation coefficients among the items and 

subscales. Corre1ation of an item with its own subscale was calculated by the correlation of this item with the 

sum of the other items in the same subscale (overlap-corrected correlation). Item convergent validity was 

IIldicated when a Pearson's correlation coefficient between an item and its own subscale was above 0.40. 1tem 

discriminant validity was indicated when an item correlated significantly higher with its own subscale as 

compared with the other subscales (referred to as“scaling success").百 esecond approach involved examining 

of the correlations among various subscales in the questionnaire. 1t was hypothesized that conceptually re1ated 

subsca1es such as physica1 and role functioning subscales would correlate substantial1y high with each other 

σearson 's correlation coefficient孟0.40).It was considered as undesirab1e that a Pearson's correlation 

coe由cientbetween subscales is too high， such as above 0.70， which would raise a question about the 

distinctiveness of th巴conceptsbeing measured by each subsca1e. In the third approach， knOWl1-groups method 

was used to ass回sthe clinical significance and cons加 ctvalidity. One-way analysis of variance (ANOVA) was 
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used to test the extent which the scores of the QLQ・C30SCwere able to disαiminate between subgroups of 

patients with di宜erentextent of disease.百leintemal consistency of each subscale was assessed by Cronbach's 

alplla (Cronbach， 1951) coefficient as a part of reliabi1ity testing.日was considered to be acceptable as a回able

and internally consistent measure when Cronbach's alpha was 0.70 or greater. 

Correlation coe伍cientsbetween EORTC QLQ・C30and SF・36wer巴calculatedin evaluating theαiterion-

relat巴dvalidation of this Standard Chinese version. 

τ11e sensitivity of QLQ・C30was tested by comparison of mean scor回 infour time points. 

τ11e Statistical Analysis System (SAS， Version 6.12) for Windows was used to analyze the data. 

Results 

1) patiellts' demograpbic data. Sixty nine patients were recruited in the study企omAugust 2000 to February 

2001， inc1uding gynecologi印1canc釘 patients(n=1η， lung can回rpatients (n=33)，加dbreast cancぽ pati叩給

(n=20). Because the study is continuing， a complete response group includes 44 patients.百lesociodemographic 

data of the 69 patients are shown in Tables 1.τ11e age of the patients ranged企om24.0 to 70.0 years， with a 

mean of 50.1 years (SD=12.4). Forty p釘 C叩tof patient was male， and 94% was married. F泊y-nineperc叩 tof 

patients were under the educationallevel of senior sc11001s.百lemajority of the patients were office workers 

(39%) and pensioners (35%). Ninety-one percent of the pati印 ts11ad a chi1d/chi1dr回. 百四ec1inical 

cllaracteristics of the sample are reported in Table 2、百les創nplewas heterogenous with regard to type of cancer， 

Karnofsky Performance Status， extent of disease， and treatment rec怠ived.

7~) Reliabi1itv and va1iditv of the_Standard _OlInese_ version_ of the EORTC OLO-C30 (3.0). A raw score of each 

subscale/item was linear1y transformed into a p町centageof the maximum score of the subscale/item (each score 

ranged企om0 to 100). A higher score on tlle functional subscale represented a higher level of functioning. A 

higher score on the global health/QOL subscale represented a highぽ levelof Q01. A 11igher score on the 

symptom subscale or item represented a hi副ler(more severe) level or incidence of symptom(s). 

τable 3 shows the means， standard deviations of each subscale/item and Cronbacll's alpha coe宜icientsfor the 
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mu1ti-item subsca1es of the QLQ-C30. Mean scores of mor巴than50 were found in the physica1， ro1e， emotiona1 

cognitive and socia1 functioning subsca1es， fatigue subsca1e， the appetite 10ss item， and the financia1 impact 

item. Eight out of nine subsca1es met the minima1 standards of reIiabiIity (Cronbach's a1pha coefficient>0.70)， 

but cognitive functioning subsca1e did not meet these standards. 

Pearson's corre1ation coefficients between each item and the subsca1es are shown in Tab1e 4. The abso1ute 

va1ue of Pearson 's corre1ation coe宜icientsranged企om0.36 to 0.87. Corre1ation coefficients between an item 

and its own subsca1e were significantly higher than the coe姐cientswith the other subsca1es except item 1， 10， 

20 and 25. 

百b1e5 shows Pearson's corre1ation coefficients between subsca1es. Al1 corre1ation coefficients were 10wer 

than 0.70 except fatigue subsca1e.百lefati思Iesubsca1e corre1ated substantiaIIy with most of the other subsca1es， 

ranging企oman abso1ute va1ue of 0.41 to 0.73. Strong corre1ation coefficients (Pearson's corre1ation coe出cient

r>0.60) were found between the foIIowing functioning subsca1es: ro1e and physica1 functions (r=0.64)， ro1e and 

socia1 functions (r=0.60)， fatigl!e and physica1 functions (r=-0.73)， and fatigue and emotiona1 functions (r=-0.61). 

Pearson's corre1ation coe血cientsbetween subsca1es of EORTC QLQ-C30 and SF-36 are showed in Tab1e 6. 

τbe physica1， ro1e， emotiona1 and socia1 functioning subsca1es， and fatigue and pain subsca1es of EORTC QLQ-

C30 corre1ated weII with simiIar subsca1es in SF・36.In addition， some subsca1es of EORTC QLQ・C30

corre1ated weII with conceptuaIIy r巴1atedscaIes in SF-36. For examp1e， the corre1ation coe由cientsbetween 

vitaIity subsca1e in SF36 and fatigue and pain subsca1es in EORTC QLQ・C30were 0.65， and physica1 

functioning subsca1e in SF・36and fatigue subsca1e in EORTC QLQ-C30 was 0.57. 

Tab1e 7 shows the comparison of the mean scores in eacll subsca1e between patients with different extent of 

disease. Significant mean score di宜'erencesbetween different extent of disease were found in physi回1，ro1e， 

emotiona1 and socia1 functioning subc1ass， as weII as fatigue， nausea/vomiting， pain sleep disturbance and 10ss 

of appetite subcIass/items. 

Tab1e 8 shows the mean scores of QLQ・C30at different time points.τ11e signi自白ntdi宜erenc回 werefound 
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泊ro1e，socia1おnctioningsubsca1es， and nausea/vomiting， sleep disturbance and 10ss of appetite subsca1e and 

items. 

Discussion 

τ11is study examined the reliability and validity of tl1e Standard Chinese version of the EORTC QLQ・C30

(version 3.0).τ11e multi加itsca1ing method confirmed that the抑uctureof this version was gen釘a11ysimilar to 

that of the origina1 versiol1. Corre1atiol1 co巴宜icientsof items of concentration and memory in cognitive 

functiol1il1g subsca1e were 0.36.τlle other item-subsca1e corre1ation coefficients exceeded the criterion of 0.40 

for item-col1vergent validity. Sca1ing success was not found in four items: one in physica1 functioning subscale， 

two in cognitive functioning subsca1e， and another one in fatigue subsca1e. Although severa1 subsca1es in t11is 

version corr巴latedsigni自白ntlywith one anot11er， the magnitude of曲目巴 corre1ationcoe節cientsamong a11 

subscales were modest (r=0.40 to 0.70) except the corre1ation coefficient between fatigue subsca1e and physica1 

釦nctioningsubscale. These results sugg回tthat the subscales were assessing distinct components of the 

cOl1struct of QOL. Eight out of nine subsca1es met the mil1ima1 standards of reliability (intema1 consistency)， 

but the cognitive functioning subsca1es did not meet this standard. 

τlle results of the previous study showed that th巴physi回1and cognitive functioning subsca1es of version 2.0 

were in question.百1巴items(:合om1 to 5) in th巴physica1functiol1ing subsca1e have been modified into a 4・point

Likert-type s回 1eby Osoba et a1.12 Its prelim泊arydata indicated t11at a Cronbach 's a1pha of greater than 0.80 

was like1y with the new format.τ11e QLQ・C30version 3.0 adopts 4・pointLikert-type sca1e for t11e first five 

items， and it was a1so tral1s1ated into Standard Chinese by the author.百leresu1t of this study indicated t11at the 

Cronbach's a1pha of physica1 functioning subsca1e was greater than 0.80 (It was 0.67 in version 2.町.

Cronbach 's a1pha coe自cientand di宜'erentfactor structure of the cognitive function subsca1e still didn 't meet the 

standards.τ11e moderate corre1ations between sca1es of EORTC QLQ・C30and SF・36confrrmed t11eαiterion-

re1ated validation of EORTC QLQ・C30.But there were not signi自印刷 correlationbetween genera1 health 

perceptions subsca1e of SF・36and global quality of life in EORTC QLQ・C30.
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τlle ability of this version to discriminate the different groups of patients was tested by known-group m巴thod，

which can be taken as evidence of its responsiv切lessto c1inica1 measur巴s.In this study， most釦nctioning

subc1ass and symptom subc1ass/items were ab1e to distinguish c1巴arlybetween subgroups of patients in di宜erent

disease stages. 

τlIe sensitivity of QLQ・C30is moderate1y well.τlle mean scor回 oftwo functioning subscales and three 

S戸nptomsubsca1es/items changed over time. 

Conclusions 

百1巴r巴sultsof this study sugg回tedthat the Standard Chin巴seversion of EORTC QLQ-C30 (v釘sion3.0) was 

a valid instrument overall in assessing the QOL of Chinese gynecological， 1ung and breast白川町patients.
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T able 1. The sociodemographic data of the patients 

N % 
Sample size 
Gynecological Cancer 17 24.3 
Lung Cancer 33 47.1 
Breast Cancer 20 28.6 

Sex 
male 28 40.0 
female 42 60.0 

Age 
町lean 50.1 
SD 12.4 
range 24.0-70.0 

Education (n=68) 
compulsory 5 7.4 
junior school 14 20.6 
senior school 21 30.9 
diploma 16 23.6 
university 12 17.6 

Occupation (n=68) 
industry 7 10.3 
office work 27 39.7 
servlce 7 10.3 
pensloner 24 35.3 
unemployed 1.5 
other 2 2.9 

Marital status 
single 2 2.9 
married 66 94.3 
divorced 1.4 
widowed 1.4 

Have child (n=69) 
yes 63 91.3 
no 6 8.7 



T able 2. The clinical data of the patients 

N % 
T ype of cancer 
Gynecological cancer 17 24.3 
Lung cancer 33 47.1 
Breast cancer 20 28.6 

KPS 

く=70 41 58.6 
>70 29 41.4 

Extent of disease 
Local 14 20.0 
Local regional 33 47.1 
Distance metastasis 23 32.9 

Treatment 
Chemotherapy 43 61.4 
Chemotherapy+surgery 27 38.6 
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T able 8. Comprison of mean scores of QLQ-C30 at different time points 

baseline second third forth 
Subscales/item~ n mean n mean n mean n mean F* E 
PF 69 72.6 69 66.4 53 63.6 44 64.4 1.93 0.1248 
RF2 69 69.3 69 55.5 53 46.9 44 46.6 7.19 0.0001 
EF 69 64.1 69 67.3 53 66.8 44 62.9 0.44 0.7235 
CF 69 75.1 69 76.2 53 75.2 44 72.7 0.20 0.8993 
SF 69 59.4 69 54.5 53 48.1 44 43.9 2.90 0.0358 
QL2 69 56.8 69 49.8 53 52.0 44 48.9 1.61 0.1879 
FA 69 45.4 69 53.3 53 53.2 44 54.0 1.61 0.1873 
NV 69 20.5 69 35.7 53 36.2 44 40.9 6.26 0.0004 
PA 69 30.0 69 37.9 53 39.6 44 39.4 1.44 0.2313 
DY 69 31.9 69 32.9 52 40.4 44 39.4 1.22 0.3025 
SL 69 40.6 69 45.7 53 50.9 44 59.1 3.47 0.0168 
AP 69 40.6 69 56.7 53 47.2 44 52.3 2.87 0.0372 
DI 69 15.5 69 17.1 53 13.8 44 18.2 0.33 0.8054 
CO 68 32.8 69 40.0 53 41.5 44 40.2 0.83 0.4804 
FI 69 51.7 69 53.8 53 50.3 44 56.8 0.35 0.7891 
* F value of ANOVA 


