
':i1 V~:: L~V~ f'lw~n'letw:: Ltl'rl1::n1 ':iL't11 LfI~t1.:J1LfI':i1 ::~e)~1'U31~'rI~mJ,,!~J1 V1 \Pl':i1liltr ~ n1t1.:J
.Q JI,-Q.Q. II Q,q

n1':i\Pl~L'Y1t1L~VI\Pl'U':ilil1f1~1V1l) Nucleic Acid Amplification Testing (NAT)

LL'U'U':i1m~V1 (Individual NAT-ID NAT) \l1'U1'U @<E.',ooo L'VIli'IlPl

1':i.:J'rIV1'U1~L:ij1'r1':i::v1t1.nvm 'UfI':i ~.:JVI-r~t1':i1~'U'U~~ .
d

@. 'VI:lJ1

1i~~ tJl'U1G'l b41~i~tJ1Bil un b'UPliii flli~'U'U~"illf11G'l~\?1 b~B1111G'l~\?16fl'Vl~'Ub\?1~tJl.J1~flli~fl'M'1~tJ1 tJ~ ~
l\PltJlG'l~\?1'U~"illf1~B~iifl1i\?1i1"ilf111l.JtlG'lB\Plil tJ l~ii b~B~~\Pl~BVll~ fl1i1 ~b~B\Pl b~B\Pl~b\?1~tJl.JlJ\''Vlfl[:.J~\?1ilru';•
iif111l.JtlG'lB\PliltJ ~1'Vl-r'U~tJ1tJ 1 'Ub-:l~tJl'U1G'l~

., tI ~ID. 1\Pl~ ':i::li'I.:Jfl

h@) ~B~fl1wdl bf1~B~1 bf1il::~e)\?11 'Ul1'~~~Bl.J~\Pl'Vll"1J\PlJltJlm1"il~\PlmB~n1i~\Pl b~B lG'l~\?1'U~"illf1~h tJ,
15Nucleic Acid Amplification Testing (NAT) bb'U'Uilm~tJ1 (IndividuaL NAT-ID NAT) "iIl'U1'U @)"1J\Pl,

1!l.1!l1im1"il~\PlmB~fl1':i~\Plb~B HIV/HCVlHBV 1'U1G'l~\?1'U~"illf1J\'1tJ15 Nucleic Acid Amplification

Testing (NAT) bb'U'Uilm~tJ1 (Individual NAT-ID NAT)

sn. "tltl'U'ti1V"tltl.:J.:J1'U

~.@) m~b"lllbf1~m "iIl'U1'U @)"1J\Pll\PltJiif1ru~l.J'U1iJ\'l'Ub'Vlf1ilf1'/JB~bf1~B-:I~~.Q~ ,.
~.@).@)~\PlJltJlm1"il~\PlmB~fl1i~\Plb~B1G'l~\?1'U~"illf1J\'1tJi5 Nucleic Acid Amplification Testing

(NAT) bb'U'Uilm~tJ1 (Individual NAT-ID NAT)

~.1!l f1ru~fl'M'ru~~11 tI bbG'l~f1ru~fl'M'ru::bu~l~'/JB~"1J\PlJltJl. . ,
~.1!l.@) flru~fl'M'ru::~11 tI'/JB~"1J\PlJltJ1. ,

'Vl::biltJ'U1\PltJ~111fl·n'Uflru~mil.Jfl1':iB1'Vl1i bbG'l~tJl'/JB~tli~ b'VlPll'VltJ (BtJ.)

~.h@).~ "1J\PlJltJl~1'Ufl1':itli::bil'Uf1ru.fl1~"illflml.J1'VltJ1Pll~\?1{fl1ibb~'Vl~., "
~.h@).~ m~b"lll btJ'U~1 u 'VI'U"iIl'VlLlltJl\PltJm~"illfl~[:.J~~ l\PltJii'Vl~mjl'Ufl1ibb~-:I~-:I btJ'U~1 unu~ ~ ~

\lTVILlltJl.Jlbb~\Pl-:lb~Btli~flB'Uflli~"illirul

~.1!l.@).<tJltJl~~-:liiB1tJfl1i1i-:ll'Ul~,j'BtJfl"h rio 1'U 11'U"illfl1'U~-:ll.JB'U,
~.1!l.1!l f1ru~fl'M'ru::bu~1::'/JB-:I"1J\PltIltJl\?1i1"il15 Nucleic Acid Amplification Testing (NAT), ,

bb'U'Uilm~tJ1 (Individual NAT-ID NAT)

~.1!l.1!l.@) m~b"lll~'U~11-:1bf1~B-:lm1"ile)~ 1'U11'~~~1l.Jlit;)\?1i1"il1 bf1il~~fl1i~\Plb;ffB lJ\'..r-:l~
~ "1Jil\Pl1'Ui~'U'Ub~tJ11\PlmtJ'Ubfl~B-:I~iiB1tJl~bn'U <t tJ•

~.1!l .1!l.1!l "1J\Plt!ltJl?11l.Jlit;) 1i~i1"il n'U~1 B~1-:1 plasma '/JB-:I~'U~"illf11G'l~~'Vl~B~'U~"illf1. ~ ~
B1tJ1:: ..r-:l~1B~l-:1m1"il"illfl~'U~"illfl~ii~1~ (Living donor specimen) bbG'l~~1B~l-:1~i1"il"illfl~'U~"illfl~

b~tJ~1~bb~1 (cadaveric blood sample)

~.h1!l.~ btJ'U til tJ1""1 b~"ilitl ~ ~ll.Jlit;) ~ i1"il1\Pl b;a-:lflru.fll~ b~ B'VIl HIV-@) RNNHIV-~ .
1!lRNNHCV RNA bbG'l~HBV DNA 1\PltJ15 NAT bb'U'U~1B~l-:1b~tJ1 (ID NAT) lJ\'\?11l.Jl.Jl~i;)1'U?llflG'l...

..............12:_•...................................k . . ~ .



Q1.hhc( 6'lllJl';j~vllf11''j'Vl\1l6'l'f)'lJ1m 'Uv!~'f)\1l'Vl\1l6'l'f)'lJ~~tnn'U~.:J HIVIHCVIHBV
Q1.Iv.hct~U'UJltJl(P1';j1"iJl\1l~:a.:J~ruJl1'V'l1\1ltJ1.rrV!~f1f111Polymerase chain reaction (Real

Time PCR)~1tJbf1~mij'f)m1"iJ~~'lJ'lJa(P11'UW;
IV

Q1.Iv.hb 'q\1l'l11tJ1eJ~1.:JU'f)tJ~'f).:J'lh~f1eJ'lJ~1tJ
IV

Q1.hlv.b.<9>'I11tJ16'11V!-r'lJ6'ln\1l6'l11~'U5m1lJ"lJeJ.:JHIVlHCVlHBV,
Q1.Iv.Iv.b.1v ,11 tJ1 ~~lJ'IJ~lJ1 ru ?l11~'U 5m1lJ ua ~(P111 "ilV!l?111~'U 5m1lJ"lJ'f).:J, ,

HIVIHCVlH BV
IV

Q1.Iv.Iv.b.Q1'I11tJ1f11'lJ~lJf111'Vl\1l6'l'f)'lJ(negative control, positive control)
v!~'f) calibrator

Q1.Iv.Iv.b.e(JltJ1~'U1 ~"ill~-U'U ~"1i'Uwashing solution
Q1.Iv.Iv.b.ctJ1tJ1~eJ.:JijmllJb (analytical sensitivity) 1\1ltJf111'Vl\1l?l'f)'lJ~~'lJ'lJ

individual ~.:J.Q

<9» HIV-<9>group M ij limit of detection (LoD) Iv ct.frl IU/mL
~-U'U'f)~1.:JU'f)tJ~1~~'lJf111lJ~~'f)~'U1lJU'f)tJf1';h cict% confidence intervals

Iv) HIV-<9>group 0 ij limit of detection (LoD) ~.Iv copies/mL
~-U'U'f)~1.:JU'f)tJ~';j~~'lJf111lJ~~'f)~'U1lJU'f)tJf1';hcict% confidence intervals

(1) HIV-Iv ij Limit of Detection (LoD) ~.o IU/mL ~-U'U'f)~l.:JUeJtJ~

1~~'lJm1lJ~~'f)~'UllJumJf111 cict% confidence intervals
~) HBV ij Limit of Detection (LoD) <9>.~IU/mL ~-U'U'f)~l.:JU'f)tJ~

1~~'lJ1~~'lJmllJ~~'f)~'UllJU'f)tJf111 cict% confidence intervals
ct) HCV ij Limit of Detection (LoD) frl IU/mL ~U'UeJ~l.:JUmJ~

';j~~'lJ1~~'lJf111lJ~~'f)~'UllJU'f)tJf111 cict% confidence intervals
Q1.Q1f1ru~f1~ru~~~~~~~'f)'U1"lJ~'U~'U~1'U, ~

Q1.Q1.<9>'lJ~~'Vl~h~\"1i1~'U~~ -U'UN'<il'\1lV!1'V'l~'f)lJ~.:J~\1l~.:J~f1~'f).:Ja(P11'U~~ ~~~~1~'lJ'lJ~l.:J 6) 'lJ1~f1'f)'lJ~1tJ
'U 'U I

1~'lJ'lJ~'f)tJ~.:J~'f)1'IJ.Q

Q1.Q1.<9>.<9>1~'lJ'lJ(P111"iJ1~f111~~ (Analytical System) 'lJ1~f1'f)'lJ~1mf1~'f).:J(P111"iJ1~f111~~

NAT Testing "ill'U1'UllJU'f)tJf111 <9>~f1~'f).:J~.:J~-U'U1~'U'UFully Automate ~.:J1~'lJ'lJ

Q1.Q1.<9>.1v1~'lJ'lJ?l116'1'U~'Vl~'Vl1.:J~eJ.:J'lJ5U~f111 (LIS: Laboratory information System)
~-U'U1'IJ1~~mlJ1~'U'U'U~V!11.:J1'U?l11?1'U~'Vl~'Vl1.:J~'f).:J'IJ5u~f1116'11V!-r'lJ.:J1'UFl\1lm'f).:Jf111~ \1l~~'f)"lJeJ.:Jl~i;(P1'lJ~"illf1

1\1ltJijfl11~~'f)lJ~'f)n'lJ1~'lJ'lJ6'l116'1'U~'Vl~.:J1'U5'U1f111~~'f)\1l(Blood Bank Information System)
Q1.Q1.1v'IJ\1l~f1~'f).:Jij'f)1~-r'lJf111-r'lJ1'f).:JlJ1(P11~1'U6'l1f1~b"1i'UUS FDA v!~'f) CE Mark 1\1ltJ"il~v\'lb-U'Uf111, ~

~\1l~.:J'q\1lbf1~eJ.:J(P11d"illbf111~~(Analytical System) uaessuu LIS1~bbG1db6'l~"il.fmJ1'Ucio l'Uv!~.:Jvl1;;1t1)t1)1

bb~~1'Ucid'U"lJ'f).:J~f1~eJ.:Jb(P1~EJlJ~.:Jci.:J(P11d"il(Pre-post analytic) "iJ~~\1l~.:J1~bbG1db?l~"iJ.fI1tJ1'U <9>~Ol'U v!~.:Jvl1

;;1f1lru1bb~~'U~~'Vlm ~b"1i1~'U~ bU'UN-r'lJ~\1l'IJeJ'lJ1'Uf111'IJ-r'lJ'IJ1.:J?lm'U~ b~eJ1eJ.:J-r'lJ1~'lJ'lJeJ'IJmru bf1~'f).:JijeJ
Q~ QJ cu cu q ,

1dlJ~.:J1~'U'lJ?I,r'U?I'U'U b"1i'U1~'lJ'lJ1yJih6'111B.:J (UPS) bb~~1~'lJ'lJJ1~-J1b~tJ 1\1ltJ"iJ~'Vl\1l?lB'lJbf1~'f).:J1~'V'l~'f)lJ1.rr,
.:Jl'U(P11lJlJl(P11~1'U.:Jl'U~'Vlf1-Uf1f11';j~~'V'l'Vl~~dtJ~11.rr~lEJ"lJ'f).:Jm~b"1i1"il'U6'lllJl1~1-H.:Jl'U1~~

~ 'U

Q1.Q1.Q1bf1~'f).:J(P11d"iJlbf111~V!1.rr.:Jl'U1~~ llJbf1\1lut1)V!11'Uf111vl1.:Jl'U

Q1.Q1.~fl11tJ11.:J-rf1~lbf1~'f).:J(P111"iJlbf111~~'lJ1~"il11'UfiB'U1.rr.:J1'U~'f).:J1-HbdmllJ~f1'U <9>-B'dllJ.:J,

................Et .



rn.rn.ct hJ 'l u n 'l:I.J~ ~ ~ ~.:I~ 1'U:I.J1\W'Hi1'U 'Vl1.:1n T'HLV'I 'Vl~~.:I btJ 'U~ EJeJ:I.J~U 1 'U'l~ ~U 6'11na b'li'U

ISO(9)rn~~ct:~oorn1~EJ~~~1b-U'Un1'l~~~.:I1-Hbb~1 b6'l~~.fl1EJ1'U sno l'U ,rU~1nn1'l~~~.:Ibfl~eJ.:Im1~ibfl'l1~t-1

e)~1'U~~b6'l~~6'I:l.JU'lru hardware ~~1btJ'U~eJ.:I1m'Un1'l~~~.:I'l~UUb~eJ1~'l~UU6'l1:I.J1'ltl~1b-U'Um'l1~eJ~1.:1
'IJ

6'I:l.JU'lru~(;leJ~~'U~U~~"1leJufOh 1i~1EJ1ums,~eJ:I.J~eJbb(;l~~1'l11'l.:l~m~1'l1 EJtJ'lJeJ.:I1~UU
'IJ •

~i.I ~ 4dI .IQ, If

rn.~ fOltu6'l:I.JU~ m'Ub 'Vlfl'UfI'VI:l.J1~ bfl1eJ.:I~11~1 bfl11~'VI
cl ... ~ 'irn.~.(9)bfl1m~11~1bfl11~'VI'Vl1.:1 unana (MoLecuLar),

(9))ijfl11:I.Jb~11 'Un11~11~ibfl11~'VI1~.hj'eJEJn11 rn~~ b'VlG'l~(Tests) ~eJ ~ i11:I.J.:I ~1'U1'Uhi,
" I ..'UeJEJnd1 (9)bfl1eJ.:I

~) btJ'Ubfl~eJ.:Ie)~1'UWh~.:I1~UU 1~EJ'VI~.:I"il1n1~1'l1eJ~1.:1b-rr1bfl~mi bfl11~t-1bb~1 6'l1:I.J11tlvl1.:11'U

1~eJ~1.:1~eJb~m"il'U"ilUm~u1'Um1'Vl~6'leJu bb(;l~11EJ.:I1'U(:.J(;l

rn) ij1~UU,j eJ.:In'UhJ1-H di~n11tJ'U b~ eJ'U1~'VI11.:11'l1eJ~ 1.:1~.:I~.:I~11 "il~ijth~~'VlTI.fl1V'111?lEJij
" ...beJn6'l11eJ1.:1eJ.:I

rn.ct -rreJfl1'V1'U~~'U'1 (n11U~m1'V1~.:In11'lJ1EJ 1~EJhj~~~1u~m1bb(;l~~11 i~1m~:l.Jb~:l.JnU'Vl1.:111.:1V'1mu1(;l

~(;leJl?l1~CJ~bd(;l1m11~b"1f1)

rn.ct.(9)m~b"1f1~'U~~11"il6'l.fl1V'1bb(;l~'l111.:1~m~1bfl~m~11"ilibfl11~t-1m:I.J:l.J1m~i1'U1~6'I1:I.J11tl1i.:l1'U1~
'IJ • ~

eJ~1.:1ijth~~'VlTI.fl1V'1eJ~1.:1tieJEJtJ(;l~~ f1~.:Ibb(;l~/'VI~eJeJ~1.:1tieJCJsn b~eJ'U~eJfI~.:Ibb(;l~6'leJUbViCJutJ(;l~(9)f1~.:1
~"''''''O .,: cl ... ~.. cl 1'!:"i 1".Jrn.ct.~ ~ ~'VIb"1l1EJ'U~'Vl1m1bV'l:I.Jbfl1eJ.:Im1"il1bfl11~'VI'VI1eJupgrade bfl1eJ.:I 'VI~1.:1V'1EJ1U1(;l'Umtu'Vl

bfl~eJ.:Ihj6'l1:I.J11meJ.:I~utJ~:l.J1ru.:l1'U~ b~:I.J~'U1~

rn.ct.rnm~b'li1~'U~..ij~'VI1~1eJ~1.:1f11UfI:l.Jfltu.fl1V'1"1lI?l~11"il (QC sampLe) 611'V1~Un11(;111~ibfl11~t-1
\J 'I 'I q

'lJeJ.:In11(;111"ilHIVlHBsAg/Anti-HCV b~eJfI1UfOl:I.JfOltu.fl1V'1tJ1~~11'U

rn.ct.~ m~b"1f1~'U~..ij1?l1~ijJ1CJ1611'V1~UtJ~UbViCJU (vaLidate) 1~bfl~eJ.:I6'l1:I.J11tlvl1.:11'U1~bb(;l~1-H(:.J(;l
'IJ

d t.I I 0 I d ~ Q.I d dI ~

n11'VlI?l(;leJ.:I'Vl~nl'leJ.:Iuuuen 'U1b"1leJtleJ1'l1:I.JfOltu(;ln~tu~'lJeJ.:I bfl1€l\l:I.J€l'U'U'1
rn.ct.ctm-Hb"1f1~'U~btJ'U~~'U~I?l"1l€lU..ijI?l'VI16'111fl1UfI:l.Jfltu.fl1V'1tJ1~~11'U(InternaL Quality ControL)cu '\I 'I q

6'l11:I.J1m~1'U611'V1~U6'leJUbViEJU(Calibrator) bb(;l~16'1~~'UbtJ~eJ.:IVJn"1l-u~mm'Un11'VlI?l6'leJU 1~bbri filter tip,
steriLe tube 1-Hb~EJ.:IV'leJ~eJm11i.:l1'U1~CJhi~~~11 i~1CJ(;1(;leJI?l1~EJ~b1(;l1'lJeJ.:I61qjqj1bb(;l~b~CJ.:IV'leJ611'V1~Um1

bnu~1 eJ~1.:111'Vl1'U6'leJumrubfl~eJ.:II'l11"ili bfl11~t-1"1l111?lb~EJ'VI1mb(;l~ij~11 i~1EJ"il1nn11edeJ:I.J'l111.:1m-Hb'li1~'U~• , 'IJ

btJ'U~~U~I?l"1leJU~11i~1EJ~.:I'VI:l.Jl?lbb(;l~..ijI?l~.:IVi:I.J"1f1\1:1.J1~1b-U'Un111-Hbb~1b6'l~"il.fl1EJ1'U ~~ i11:I.J\I'VI~.:I"il1n~ubb..ij.:l
'IJ

oUqj'VI1 'VI1mn'U ~~ i11:I.J.:I ~ ~b"1f1ij1~UUU~'VI11..ij1?ln111 'Um1'lI11'l1€l~1\1b~€l~1 tJ(;111"il~~'U 1I?lCJ1lJ~~

~11 i~1CJb~:I.Jb~:I.JnU'Vl1.:111.:1V'1EJ1U1(;l

rn.ct.b m~b'li1~'U~ btJ'U~~'U~I?l"1l€lU~1 b-U'Un11G'l~f11 b-rr1~1:I.J1f11.:1n11tJ1~ n'U fltu.fl1V'1n11'Vl1?l6'l€lU'Vl1.:1
'IJ 'IJ •

~eJ.:ItJ5lliln11 (EQA) nU'VI1.11EJ.:I1'U'VI~€leJ.:IfOim.fl1CJ'U€lf1m~~U1eJ.:I1'l1:I.J11'l1~1'U6'l1f1(;lVJf1n11'Vl~6'leJU

rn.ct.b'1lm~b'li1 ~'U ~ ~ I?l~ .:I1~U 'Uf111'Vl°1\11'U~ .:I'VI:I.J1?l'lJ€l.:lbfl~ eJ.:I~eJe)(;11'U~~1 ~ b~ eJ:I.J~ eJnu 1~U U
'IJ

G'l1D11~tJ1.flfl'lJeJ.:IL1.:1V'1CJ1U1(;lb"1f'U1~UUJ1~-J1b~EJ 1~'U'U1vh~1 1~UU LAN b~eJ1-HtJ5,j~.:I1'U 1~ 1'U~'U~

'lJeJ.:I-HeJ.:ItJ5u1im'ln(;l1.:1.:11'UD'U1f111b~eJ~ 11:I.J5.:1ijn116'1eJUbViEJU1~uuJ1u~~'VlEminUbfl~€l.:l(;111"ilibfl11~t-1

e)(;11'U~~eJ~1.:1tieJEJtJ!;I~ ~ f1~.:Ibb(;l~bfl~eJ.:I(;111"ilibfl11~t-1e)I'l1 'U~~~eJ.:Iij1~'UU online eLectronic service
1~CJe)(;11'UWh~eJtJ1~ 1CJ"1l'U1'Un11bbm 'lJoUqj'VI1~bn~~'U

rn.ct.~ 1~'VI11.:1~1 b-U'Un11~ I?l~.:Ibfl~€l.:l~mJ 5,j~.:I1'U G'l1:I.J11tl1-HU~f111'Vl1.:1-H€l.:ltJ 5,j~ .:I1'U(;111"il

ibfl11~'VI1~

L(.........................................................



Q1.ct.~ 0 ~L·lh~'U~'Vhfl1~1'l~1';u?la'Ufll'~1m~'1Ja~ltlfl1WII?l?la'Ul~CJfl1~'Vhmethod validation,

method verification fl'ULfI~a~ijal'l~1';ulLfI~l~-HVJrm CJfl1~'VI~?la'U1'l1lJ~'Y'Yl1'Uu'IJuQnnu rns1-if~1'U';u~~
l~mL?I~~VI"'m'i1'U.ff'Ul'la'Ulfifll~ -uam:l LL~~lLml~-H-ualJ~mlJVI"'mflru"lJlm~l'U L"ti'UCLiA VI~a Bio

dol \I \J d.I

Variation VI~aSMILEVI~aRPCAVI~aCLSI1'Ufl1~v11fl1~1'l~1';u?la'Ufl1~1m~'1Ja~lfi'VI~?la'ULL~~'U~~'VI0~

L"tiliifl1~'Vhcorrelation ~~VI';h~LfI~a~I?l~1';ulLfI~1~-H~iifl1~'VI~?la'U"11ij~L~CJ1fl'Ua~1~tiaCJtJ~~~ fI~~LL~~

'VIflfl~~Ldaiifl1~L'tJ~CJ'ULL'tJ~~LfI~a~I'l~1';ulLfI~l~-He)l'll'UWi1VllJLL~~~~v11LtJ'U~'tJLcilJL~a LtJ'U-ualJmi'l~a~, " "
Q1.ct.(9)O m~L"til~'U~-r'U'tJ~~fl'Uflru.fllvnJl CJ1V11fliifl1~L~alJ?I.fll~VI~aVllJ~e:J1CJm~L"til~'U~'I11~1CJl

\I 'I 'I ".

lJ1L'tJ~CJ'U1VllJi.~Vi''U\9iafl1~1-if~1'U
Q1.ct.(9)<9) mru~iifl1~ Upgrade LfI~a~ija VI~a1'tJ~LLmlJfl1~1-ifLfI~a~I'l~1';ue)1'l1'U11'~0~L"til~'U~LtJ'U

~-r'U~~"11a'U~hLil'Ufl1~l~CJ1lJfi~fih1i~lCJ1~~ L~lJL~lJ~~~'Ufl'U1~~~CJ1'Ul~

Q1.ct.(9)~ m~ L"til~'U~~~a'U~lJfl1~1-if~1'ULfI~a~I'l~1';ulLfI~l~-H1~ L~1V1til~?lllJl~(l1-if~1'ULfI~a~1~
"

LtJ'Ua~l~~ ~1lJfi~fl1~a'U~lJ1~fl11lJ~LL~~~~'tJ~~'1llJL;a~'tJfi~ fll~" ,~
Q1.ct.(9)Q1 Vll fl~~fl1~'VI~?la'UaCJi.'U"ti1~fI~lJLfI~aVl~a1lJi ~L';u'UVI~a?l~~CJl1LtJ'U~~'U1fl'tJ~alJVI"'~';ulfl" ,

v11fl1~m1';ulLfI~1~-H~lLL"'1m~L"tiliilfifl1~1'l~1';u\9iaVI~a~~\9iaLab ~'UL~a1m~-ua?l~'tJ'1la~~~fll~I'l~1';u" ,
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