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工MPR〔）VED　PR〔X：ESS工NG　OF　RADIO］nm）ASSAY　［汲！EA

APPRC㎜3　FOR　SE1正江10N　CF　R『SICN　MODEI、S　AND

FOR　D工SC㎜TION　OF　DOSE　RESPONSE（rURVE　WI［［H　LAR〔遮

ABE㎜E

α…ntral　Laborato］ry　for　Clinica11nvestigation，　Osaka

Uhiversity　Hospital，　Osaka．

　　Goodness－of－fit　of　3　re⊆lression　models，　4－palralreter

logistic，　quadratic　logit－log　and　linear　logit－log

models，　were　evaluated　by　analysis　of　variance

（F－test）　for　data　of　6　kir￥ユs　of　radioiirmunoassays

（R工A）．　Scat℃hard　plot　analyses　were　made　with　the

representa七ive　data　of　these　RIAs　in　order　to　firxヨ

the　best　choice　of　regression　model　in　relation　tO

the　characteristics　of　antiqen－antibody　reaction．

エtwas　Ooncluded　that　RIA　with　linear　pattem　on

Scatchard　plot　eould　be　satisfactorily　regressed

with　either　of　3－regression　mDdels，　R工A　with　linear

with　tail　pattern　regressed　with　ei七her　the　logistic

or　quadratic　logit・－log　model，　and　R工A　with　hyperbolic

pattern　reqressed　best　with　quadratic　l（）git－1（均

TTαdel．

　　An　study　was　also　made　on　statistical　indises

derived　frαn　regression　analysis　which　enable（；uanti－

tation　of　the　scatter　aroしmd　nhe　reqression　curve．

工twas　found　that　among　such　irxlises　nOrmalised

standard　deviation　of　replicate　means　around　regres－

sion　curve　（designated　as　NSL）　were　the　most　sensi－

tive　irdica七〇r　　of　七he　aberranCy　in　dose－response

（：ur／e．

QUA工正TY　C（】b．ITROL　PR（X　RAM　QN　RADIO工nmaASSAYハNI）

ITS　REA工JTY

StgEllg＿Sg！1gS　to，　Endocrinology，　Kitasa七〇Biochemical

Laborat（ncies

　　The　necessity　of　quality　cqntrol　on　RI　in－vitro

tes　ts　has　been　regarded　as　il理x）rtant　due　to　its

prctrpt　develc輌t　and　generalizati◎n　er　mass　sam－

ple　treatrTent．　There　are，however，　s　ti　ll　ir℃α咋）le－

tion　of　basic　inves邑gations㎝actual　ex㏄utiQn　of

qUaユity　cqntrol　program，　sudh　as　t　assay　s　tandari　za－

tion　，．n◎n－specific　interfererrce，prqpriate　se　lection

。f　ccntr。1翻s㎞翻se㎜翻prac垣cal　di　ffer－

ence　a㎜g　ccmrercially　available　kits．血this

circumstances，　l　wouユd　like　to　present　the　contents

of　our（押ユity　contr◎l　pヱ℃g士am　and　ask　for　ycur

c（ぬstruct　i．ve　cα㎜ts　on　i七　for　establishment　of

the　roU⊆巾gu　Ldeline　of　future　iπ1pエて㎜t　and　adva－

noerrent．　We記qpt　the　contro1　chart　whiCh　sh（ws

the　simultane（x；s　c（x唖）arison　bet－　nQmlity　of

standaエd　curve　and　variati（m　of　p∞ユed　and　ccntrol

serum　as　the　first　chedくwhi（カ　is　advocated　by

ROdt）ard．　Then　we　adopt　NBS／悟　and　values　of　boundl

int　ercept　at　three　different　c（ncentratiqn　leve　ls

as　index　of　s　tandard　（：ur’ve．　　We　rral〈e　p◎01ed　serum

of　di　fferent　conα∋ntratiqnユ．eve・IS　by　ourse　lves．

At　the　sa肥t血ne　we　se　lect　qptimal　concen七ration

levels　for　cαmercially　available　ccntrol　se㎜．

Since　the　indicated　values　of　cormercially　availa－

ble　ccntrol　serum　are　different　f士㎝kit七〇kit，

individual　1ε止）cratory　ha6　to　set　up　i　ts　㎝　rigid

values　for廿脚．　Thus　as　far　as　the　stability　of

control　se㎜after　reconstitl止ion　is　closely　dhedく一

ed，　i七is　quite　use・fUl　means　t◎eramine　t」】e　qUali　ty

of　assay　system．　　As　secqrd　（hee］く，　we　ccれtrol　the

re　liability　of　data　by　rreasuring　the　di　ffemce　bet－

ween　indicated　and　actual　values　at　eadh　assay　with

doUble　blind　test．　As　finaユ　ciheck，　we　tOヒally　veri－

fy　噺∋　dbtained　data　by　re　f（∋rinq　the　data　by　other

assay　rve・th（dS　and．c血ical　dbservations．　We　adqpt

the　2－standaエd　diviation（SD）　of　allcwance　range，

3SD　for　s㎝∋　可x∋cific　items，　for　thhe　variaticn　of

index　as　chedくpOint．　Wle　use　Olivethi－P－6060　for

dat識pエ℃cessing　of　quaユity　c（】nti℃1　data　in　oエder　to

in（江ease　the　re　liability　of　Checkerゴudgerrent　and

prevent　the　mistakes　resuユting　fエ㎝mass　sarrr）1e　tre－

at㎜t・ISRe　s七ill　have㎜y　things　to　investigate

and　have　to　gather　nec　essary　data　for　s　tatistical

prooessinq　t◎c（町）1ete　the　final　prograrn　of　aut◎－

matic（luality　ccntrol．　At　the　present　si包a邑cn，

the　quality　ccntrol　of　RIA】more　heavi　ly　depended
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upcn　the　subゴective　ch㏄ks　of　well　experienced　te；

dhnician　c（rTparing　with　biod㎞cal　assay．

Thus，　the　issues　pointed　out　above　are　surmarized

like　follants：

1）　Sources　of　error　qn　Radioimmunoassay

2）　Standari　zation／（；crnlxl　teri　za七ion　of　Radioimunσ一

　　assay

3）　Labaratary　GroXping　Sys　tem　on　R工A　Quality　C（泊t－

　　ro1
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Toshiaki　Nakai

Dokkyo　Univer8ity　School　of　Medicine，

Departmen七　〇f　Clinical　Pathology

　　The　quality　of　work　performed　in　clinical

labora七〇ries　was　for　many　years　the　subject

of　much　criticism　and　diseussion．　As　a

result　of　in七ensified　supervision，　severaユ

systems　of　quali七y　eontrol　were　horn．　　Wi七h

them　came　an　increased　emphasis　on　aeeuracl

and　an　earnes七　effor七　七〇　improve　七he　relia－

bili七y　of　analytic　resul七s　by　the　use　of

known　contro］　samples．　The　purpose　of　this

study　is　七〇　re－emphasize　the　progress　made

in　七his　direction，　using　both　commercial

reference　s七andard　and　self－made　control

sera．

Me七hod

　　In　七he　cユirlical　labora七〇ry　of　the　Hospi七al

of　Dokkyo　Universi七y　School　of　凹edieine，

senユm　TSH・TS－RU・T4・TS，1。。uli。，9・。t。i。9

1H，　FSH，。。・七i。・1・・d　Of　－f・七・p・・七・inw…

measured　by　radioimmunoassay　proeedures．

As　control　sera，　self－made　control　sera　and

commereial　reference　standard　were　used．　1）

The　degree　of　variation　in　each　radioimmuno－

assal　procedure　was　determined　by　comparing

an　assayed　value　with　the　value　of　the　mean．

2）　The　coefficent　of　variation　（CV）　for　a

cer七ain　con七rol　sera　is　no七　necessarily

agree　with　七ha七　〇btained　by　another　control

sera．　　The　comparison　between　the　value　of

the　mean　of　each　control　sera　and　CV　was

made．

Result
1）　CV　of　eaeh　assay　was　almost　within　15％

regardless　of　difference　of　七he　control

sera．　　CV　of　TSH　rad　ioimmunoassay　a］．one　was

over　4　CP（．　A1七hough　the　reasons　for　this

high　CV　remaines　unclarified，　it　may　be　a七一

tributable　to　quali・ヒy　of　antibody．　2）　When

one　uses　con七rol　sera　which　value　of　the

mean　was　extremely　high　or　low，　CV　in　七he

assay　was　relatively　high．　3）　All　the　com－

rnerc　ia：L　reference　standard　wag　found　to　be

acceptable　as　eont．ro1　8era　in　routine　assay・

Conclusion
　　In　our　clinical　chemical　labora七〇ries，　it

wa8　fo　und　tha七　the　con七rol　of　preeision　and

aeeuraey　in　radioimmunoassay　can　be　achieved
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