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STANDARI　ZAT工ON　AND　QUA1、工TY　CONTROL　OF　R工A
BY　WHO．　Y．Sasaki．　Toho　University　School
of　Medicine．

　　　Since　1976　the　World　Health　Organization
（WHO）has　carried　out　special　programme
”

Standarization　and　Quality　Contro1　（QC）　of
Radioimmunoassay”．　The　purpose　of　the
programme　is　to　establish　the　way　to　obtain
comparable　results　of　hormone　assays
between　cen七ers　participating　in　the　WHO
prograrnrne　of　Research，　Development　and
Research　Training　in　Human　Reproduction．
As　we　have　been　a　member　of　the　participat－
ing　countries　l　would　like　to　report　our
experience　in　the　programrne　of　standariza一
七ion　and　QC　of　RIA．
　　　QC　has　a　dual　purpose．　　In　the　short
term　it　allows　critical　analysis　of　dayly
assay　results　and　iden七ifies　bad　individual
result　or　a　whole　assay　to　be　rejected　on
七he　basis　of　certain　criteria．　　工n　七he
longer　term　it　looks　for　the　factors　to
contribute　to　the　poor　assay　performance
and　by　elirninating　these　factors　it　can
improve　the　assay　quality．
　　　The　progra㎜e　proposes　a　unique　way　of
internal　quality　control　in　that　the
precision　of　assays　is　assessed　by　response
error　relationship　（RER）　and　precision
profile　（PP）　and　the　change　of　bias　is
evaluated　by　monitoring　three　kinds　of　QC
sarnples．
　　　Each　participa七inq　laboratory　measures
once　a　month　two　kinds　of　unknown　samples
sent　by　WHO　in　routine　practice　of　7
hormones．　　The　reported　data　are　su皿marized

to　be　analyzed　and　sent　back　to　each
laboratory．　　We　experienced　diverged
results　among　different　laboratorエes
when　the　same　assay　system　was　used．
Monitoring　of　our　own　assay　results
ed　marked　improvement　of　an　assay
differen七　years．　　Some　of　the
usinq　a　commercial　kit　revealed　a
bias　constantly．
　　　工n　七he　basis　of　our　7　years

with　WHO　progra㎜e　we　believe’
establishing　adequate　internal　QC，
pation　in　interlaboratory　control
and　development　of　a　raggid　assay
which　various　factors　have　li七tle
Throuqh　these　means　the　assay
a　same　assay　system　can　become
between　laboratories．　　1n　order　to
interlabora七〇ry　comparlson
using　different　assay　system　or　kits
ardization　of　reagents　and　／or
of　data　using　standard　samples　are
necce8sa「y・
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PRACTICAL　LABORATORY　STRATERGY　FOR　QUゑLITy
CONTROL　OF　RADIOIMMUNOASSAY　　　　　A　COMPRE－
HENS工VE　APPROACH．　　K．ICH工HARA　　OSAKA　UNIV．
MEDICAI、　SCHOOL，　OSAKA

　　　Methods　for　inter－assay　quality　contro1
（QC）　can　be　grouped　into　following　3　cate－
gories；　1）　serial　measurement　of　QC　samples，
2）　monitoring　the　position　of　standard
curve　（doses　corresponding　to　25，
宅　of　full　reponse言　ED25，　ED50　and
3）　monitorinq　the　distribution　of
test　values．　The　first　method　is
the　most　popular　but　its
sometimes　questionable　since　QC
usually　not　measured　in
Furthermore，　QC　samples　of
centrations　often　show
These　facts　obviate
latter　2　methods　whose　　　　　”
not　been　assessed　until
found　that　ED25，　ED50　and　ED75
reflected　changes　in　the
they　were　also
nature　of
test　results．　　Meanwhile，　the
as　we　have　recently　documented，
useful　in　many　RIAs．　The　°‘
mals“　very　well　reflects
in　test　results　within　normal
dosen　l　t　give　any　information
bias　outside　of　normal　range．
derived　2　new　parameters，　number
normal　results　ゴust　adゴacent　to
upPer　limit　of　normal　range
nurnber　of　test　results　within　the
range．　　They　appeared　to　reflect
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the　corresponding　reqion　of　values．　　Hence，
we　obtained　3　mutually　related　QC　para－
meters　at　each　of　3　different　concentra－
tions．　Plotting　3　parameters　on　single
control　chart　qave　better　detectability
of　systematic　change　in　test　results．　Any
concerted　change　in　at　least　2　0f　the　3
pararneters　strongly　points
measurement．　Meanwhile，
chanqe　may　not　be　regarded
Certain　criteria，　however，
to　qive　a　rational　basis　’
　　　　Problems　involved　in
of　a　computerized　total　QC
also　discussed　so　that
results　were　stored　and
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