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KITS/REAGENTS BY CATALOG NUMBER

l!9I4 LIFECODES HLA-A SSO Typihg Kit, Caratog No. 62891i

duct No 628410-50

@ LIFECODES NLA-A Masler Mix V'623405 370!L
c!.4 LIFECODES NLA.A Piobe Mir ' 628r''53 310 !L

624155 99mL

LiFECOoES Taq po ymeGso

irCf.AE ltreCoOeS gLA-A eREs SSo Typing Kit, catatog No. 62g913

@ urecooes tLA.B sso Typing Kir, catatog No. 6289.15

Ecr.eElLtrecooeS HLA-B eREs sso Typing kft, caratos No. 628917

Probe M.\es s.e tiqht sersi /e: hee. c,n.( .. r^ r^hr d, -_,_ _

ES Taq patynetase, have not been vatilated.

ng Kit ior usewith ruhin€! Product No 628459-O0

@t LJFECODES H Master MiX

rruqucrNuhD€r I Fi votum.

V50628405 870 !L 2 to 8"C

E!.4 IIFECOOES HLA.A POb€ MiX 1
628453 610 fL

LIFECODES HLA A €RES p.ob€ Mx' 628455 610 !L
@ 623515

E4.9' LIFECODES Toq poryme€se
628A75 25 tL

UqLtFECODES HLA-B
No.628510,50

@ LIFECODES HLA.B MasIerMix 628556 V*
@ LIFECODES HLA-B probe Mix r 628553 810 pL 2lo 3"C

C€
0rtl

t9! 623155 S9mL

E4!l LIFECODES Taq Porym€@se 624475 25 pL -1ooc lo,30oC

c-BqLtFEC oDES HLA-B eRES TvDin
Product No. 628559-50

@ LIFECOOES NLA-B Masre. r,tix 623556 370 UL

@t LIFECODES HLA B p6be t/il i

IBM.B€RESI LIFECODES HLA B eREs p.ob€ Mixi 624554 AIO!L

62a515

@ LIFECODES Taq potym€Eso
25 pL

(ryUldr;q.Add@s5ipji6!d&



EEFG LTFECODES HLA.C eRES Sso Typing Kit, catatog No. 6it8921
LC..CE LIFEcooEs HLA-c eREs n9 Kit for use wirh Lumin€i

Produd No.628850-so
n66

tu.I{, LIFECODES HLA C Master M x
tid at

Vso623803

L,FECoDES HLA-C eREs p6be Mrr 624844

62451s

310 pL
Prc!.dFen r-hhitsg

@ LIFECODES Taq potyoe€se
628A75 25 !L

lacE R-ilLtFEcoDEs HLA.DRBI sso Typing Kit, catatog No. 628923
.M.DR1 LIFECODES HLA-DRBl TVbiNd Ki I^

Prcduct No 62875.1_50

l!t!E1J LIFECOD€S l.ILA.ORB1 MAS16T MiI

LJFECODES HLA-DRBI probe Mix I

V*623753

62e752

628155

070 !L
IBM.oR-il

310 pL 2 to 6'c
Prot.dFrohlshtE

99hL

@ LIFECODES Taq po yme€se 628075 25 pL

lfETonG urecooes HLA.DRBl eREs ssO Typing Kft, caratos No. 62g925
.c-oR1q LIFFCODES HLA-DR81 eRES Tvot.d Kn

|IFECODES HLA-DR8j Mastef Mix VZso628753 870!L 2 ro 8.C
IBM.DRlI LIFECODES HLA.DRBI PObE [IiX 1 628752

628755

410 UL

810 p!
E

62A51s 18lo3ooc

EI LIFECODES Taq polymerase
623075 25 pL

- " ' '" , edftuaos rcn @cmnehded p rcquired nsk,nab inclu.tihg LIFE1 r.q palyhe@se have not oeen vatidated,

lLcT-DRB3,--4,8 LtFEcoDEs HLA_DRB 3,4,s sso Typihg Kit, catatog l,to. 628927
-c-DRB3.4 t LIFECODES

Product No 029200-50

UFECODES |LA-DRB 3,4 S Masler VZ50 -

C(
al9l

810 pL

I.IFECOOES HL
6292A2

tr 624515

@t LIFECODES raq potynerase
628475 25 pL 10.C to.30qC
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EefoOAEl LTFECODES HLA.DOA1/Bl sso Typing Ktt, Caratog No. 626900

t for use witn Lumtnsx

ILETDpnd lrrecooes HLA-DPAI/81 sso Typthg Kit, caratog No. 628936

LIFECODES HLA.DPAl/81 Klt tor use with Luhiiex

No.20021G50

ct No. 200110-50

"i',9T;l] *p.*. "ffi:;;ll:ll: I lher €xphatol dar€s.
d phto@t and @quned natettats tnctudtng LTFECODES faq patyhe@s. have

NTE
oNA Typing of Class

g.U ru|t ragyalD eiir-A.rarror.r

as lhe mesns to enrich
IONATS€Ve Vp€s of
HLA lypins. e SSOP

ly lo distjnguisn among
Ebels €nd cotorirnstdc
all SSOS are anatlzed

PRINCIPLES OF PEqCEDURE
Amprinc€tunorDNA;;;icifij;il;1;l:.:"^:.Y:^::.']:IY_".1"1:1'191 ered

O typing proceoure is-

- wqei-stranded DNA

the amplitied DNAthat is unique ro an alete or
nozes to^a comptementary rogionlhat may or I
or moreconsensus probes homotogous to seq
matgrial, method ofpurification, am ii

" ",""",", 
*,, ""..T:,ilil""i1,??,it,ifl3l;1[conjusated streptavidin (sn_per r" 

"JaJ, 
*i[-ii.i"*

o no|rnatrze th€ sigD8tof.L ,,, _ 
d@,,,"";;i6;;##jiiJ;"

o, absenc€ or psdicura, oNA *q,*""" r",.prii"j ofra 
"-"j; fi#iivT ol3l 

*u*o'"

rity of genomic DNA
and hyb dizglion
DNA. The signal

allons ln lhe amount of



REAGENTS

". *Jft'J:Tlq:",flt;:ts bv cararoe Nrmbe, seciion io, a comprere risrins orproducrs and cararos numb€6

r outotsotution dudng snrppr.g or storage, r€sotubllize compteiety pior 1q !s€ oy voftexng al roo|n

_....5-"_""\viEqdLLurutrjg@re atons
INSTRUMENT REQUIREMENTS

ge tempe|atures,
|dn are llghr sensiLjve, KEEP FROwI LTGHT; DO NOT FREEZE.

1

2
0in
rnal

tion

SPECIMEN COLLECTION AND PREPAMTION

t (oiasen)
od Ktt (Oiagen)

Mdrwetr rh ,,^,a e,,.i.^-4-l ,-;::?

Gentra purogene BuccatCe[ Kir (eiagen) Buccalswabs

0, or in nlctease free waler ifa
or exceeo 0.5 m [1. cheiaiing agent such as EDTA is present

ersety 6riect DNA arnp/ificarion.

€nd_280 nT shou'd give; rar,o ot 1.65 O.at _20oC ror uo ro I ye.r. Repeated fl€ rhaw;ng stoL,d be avo,deo

PROCEDURE

uhber seclton lor speclnc nfohation)
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Arvgen Scieniifc, No. Crr4_FL4T, of equivalenl
. 

R/ter tips

. 3ffjlTs 
and rips (1-20 !1,20.200 !L,1o0o !L)

DIRECTIONS FOR USE
NOTES:

" f"i'ff"*:fjf.?m::i:i.T""J: icei nnar conceniraion shourd be 10 io 2oo ns/JrL Adjusi, ir necessary, wirh nL,crease

sails are in so/ution. Spin brieny (5 _ tO seconds) in microcenkifuge to

nomic DNA. (The lotarvotume ofamplinc€ton mix and genomic DNA

and 3.

Lc't436lVoEN Rev, !

Table 1. Reactioh Components for Amplifjcarron

Totalol-80 ng

kl!d!dD!-Adde!q!gu6e



ns for Amplification

Hybridization

.B;;;;"ot';t'tot-,t.. 
u"n"r componenrs of the LrFEcoDEs probe mix are sor,rbilized and that rhe beads are tho.oushty

;J'"iff?ii:hllil[iJtg:'r'"3igi1iffij.T.,"y,:,1I^T-3tlyt,:.rF-Lixrvrap3Dtoa,,ow,or30m,nutewarm-up.1. wamp.obemixrnas5"toeo"cr'."iir."ti".-"ii^l:,;':;:l:-".;^::lii"1i-':^MAr'3Dtoarrowtor30mrnutewarm
Is In pfobe mixture

on€ ror the standard probe mix. rh€ eREs nr.;. -;;.;;i;:': ::::l:'T ".lrs Persampre, on€ tor eREs probe mix andr":'B'.11""::il1',1J"':f*:,*:""t:,",,*::ri:^:i:iri,,r;iii;.i: diljfl:irjJ?;TJ;:**jJ:fi#':#:f,i fiill"iii;;l',",;3t'Jt',tf#T,l:Tj:i"".j*j':.:'"ir"il{:-r::-ii!311"1'.i:lJ:ft:"':i;i?Ti,:;liL";,"Jt:
[T;#i:i;1,;"",.0"."i",."rh*ro*l,tii,s;,-i;#il;"";ffi;::;:ili:#:il"Jj:iHil'_ili:l,"lfft1l[::

5

Not.: To be sure ot sampte .mptiflcation, ,erer to product ce! Etectrcphot9is (Appet1. x A).

Table 4, ThermatCycler Conditions
For Hybridization

7

97oC lor 2 mlnLrtes
47dC for 10 minutes
56'C ror 8 m nlles

56"C HOLD

[::i!x'lil:1:"1'5: l,fil;:,*,::Tllj,,o,Luminex2ooorLuninexFLE].MAp3DhBrrumentisturnedonrorat

ls.^ may be.- i be at room

Table 5- Dilulion Solution preparation

Note: Do NoT cANcEL HyBRtDtzATtoN pRoGRAM BEFoRE REMovtNG THE TR,qy FRoM THE THERMAL cycLERlL

I

I I\VU INE IhEKMAL (.;Y(;LTRI

Remove ihe sampJe lray frcm lh Luminex 100, Luminex 2OO or Lumtnex FLEXMAP 3D Instrument

itions for Amplification



'Reter to Luminex Use/€ Manuatfor instrumenl oporarion, inctuding daitysra(up, c€tibration, naintenance,
RESULTS

MAfcH md DNA softwarc (^v1,3 :;::-
anatysts of LTFECODES SSO TW)tn

ff:t:ercadsheer 
ercsrams such as

ng ste' 
the ist nj;' : l::r |- ""ei v' evE ns roreacn sso n each sampte is me hjs infomarion isround In rhe2) g€temh€ rhat the valu€s for ths Consensus

", 
-rd;ii'J"iii,;-"i'li'oiilJ,;i"##:l}T# mpr€€rerabovbetei,min'"um M€dian Fruo,

' 
l:si:fl:nietaue 

rcsu{s, thete must be suffn ie data serheted by the Luninex 1oo, Luninex 2oo ot Lunjn
Coltect at least 40orn"asistuai 'r{;i\| ea(
su o,".""". ^.^:^.---." 

inun

I v, ecur I smpre, otv|de the bac
@ns€nsus prcbe producing the 

aca for each probe y the background-cor€cted varue for

.record the nohaltzed vatue on h€ Threshold T t6 w.lk.haa,

Lli::ffffi 'fl1""'i$""'JiT#i.',',T"ll!;' co;;l;ffi or 6rr posit'e and nes€rve a€

: n1:_'::*r=.'?,!,pshotet tabte h. each tocus ahd each ptobe ni,.. 
'nese 

thrcshot.t tabtes ate Lot-spectnc; be cenai; iiiliJLiiii". * n" nruhot! tabtee marches the

I and

nl*
3D Inslrument. Samplss can

4 hours befor€ assaying the

up a Batcn Run by wnich

comna witt bo tost upon

in tne XYP hsaler btock

b€tor€ slarting the run.
househotd bleach should

b€ us€d for the rerhainder

'OUTPUT.CSV and

shutdown procedures.

inten.led as an aid In

I, Lotus 123,

rype: Count Eectian ol

XMAP 3D

3)

4)

least 60 evehls for rcsl

Iyped, fitst assuning
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LIMITATIONS OF THE PROCEDURE

Allinstruments must be c€libtated accordins io manufaclurer's recommendarions and operated wthin manuractu.e,s prescibod paramer€rs
r) 

:l:;.nusr 
be er+warmed and we suspended prjor to use. This 6nsL.es lhat lhe hybridization burrer components ar€ in

Oue lo lhe compl€x nature ofHLAlyping, quatitied pelsonnetsnourd review data inlerpretalion and iyping assisnmenrs.

N
PROBLEM Poss rBiE-;iG;

Low Bead Count Prcbe Mix not we[ !uspEraed-
;warm, son icae ano-orie,lro6Eiix--ano Effi

carora re rnsrrummr-FiEiro r-iifi duGE
Sample flow path btocked

cON Threshold Sample failed to amjjr'h/
or ampliiied poorty'

Low DNA ecK u^A concenrration and purily

Salts ln Masler tuix a n-4r M4re'Mrx at_3fc tor 5 mrJres, vortex gert,y
ano sprn down briefly.

^u^scratroieo 
L FE(joDEs Taq potyndase cal, \o

nmprrncaron conortions n6liiiiiillGiiii f EEieters- ;;1 ll'il"'Iif ,:ili::T:'^:f1 1"--:*'r,
row uec,an nuorescent rr,rendllaGlMFil vvdflr oruron sorwon at4sqc for 5 m ies before

use and vorier Sr^ra ,r .^^- r.- ^-, .^

i,4ull]ple SSO

within specific paramerels

^-"*-r"o nor 
",ooo ""r0,".

ur\A sampte cont6minated

rrNA padraIy deqraded
Evaporarion oorin g httl;t;ii;;;tep-

an o€ v.nfled bv d6l .l.rrr^nh^r.. r,PCR amplification by gol tectroptoresis (see appenair a1.-

LCt436lVDEN R€v, N
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EXPECTED VALUES

l ; 
^iJ;'i6 ;;"",!:,:": 

;:.il:saove 
ano asam wiri the probe €s a

a. 
^"ni" "i""ff'0",ff1*i 

re'as€Eved or the arreles oblainsd from both tvpinss can b€ reported.

Th€ HLA_A kir {Calarog No. 62891 5) shows 39. nL ror HLA B atr.ra. Ivo%con.oencenre ar)wh€ncomparrnsHlA :itt'ri,ff,1331""1 usins

The_HLA B €Res tir(Catatog No.628917) shows 99.23% agrsement fo. HLA B Alet€s (96.4090 lower boundaryar vc% con'0enc6 hr€rvat)when con'parins HLA rypins r€sirtrs st2 fi€tds In 1ao;;li;;;il;;;j;ilpr*.

Th€ HLA DRB1 Kt (catsloq No. 628923) Ehds 9s aoo,6.agreem€nt for HLA DRB1 A etes (95.24% tower boundarymerhod al95% confidence inretuat) *|e; compadng FiLAryprng rcsutls at 2 ffelds in 130 wel characrei2€o samDr€

Th€ HLA-ooA1/Bl
algso/o confidenc€ wer boundaryls
int€rval) when com one-sided sxact

€s, r€spectivety.

EeealsrEifteInree operators usjng lhrce rots HLA-B and dta-DRB1 rested t6 s€mpt€s in dupric€re. p€rcent concordEnc€ byl.om 96.9y0lo 100% €nd p€rcen ilur€ rang€d fromurc to t.tJ4%.

iang€d lrcm o% lo 4.6%. DRB 1 concordanc€ ranged from 96.t

ACCURACY

Ji i"?,fiJ,Ll"fif"lf.,ii;l?'j_il*i::""?,;1g1"_ig^":T:1':r HLA A Al€res (e5 24% rower boL]ndary usjng 6-sid€d exact method ats5 conrrdenc€ Inbrv;r) wh* *,'p*i"g HLA rypj;s";ii; ;j ;;,f ;; ?ffii};:;;ilT,:!T;ffi",*
Ihe HLAA eR€s kit lc6ratdd N6 nraarr

f;[?ijf"(ffjiii*]j; l3L'"1'1,:iln"^g:,'-'j':^"-si:-'Tj'.l91lLA.a]re,€s (e5 24eo,owerbouddarv one-sided exsct m6rhodates% con'idonoe intervar)wr,"" -,p",i"g iLA tpi"!iJ.:J6;ifi:,1"'j;^1iil:iiil;flif.3l,::1"""".

may atso be n€cessary lo

llHLAiype

) 0ne-6Jded exact meihod

g one-sided exact method

to 100%. The % faitures

Three cases can srise:

/41. 100% concord€nce
HUI.-DPB1, oo/c to 0.7%

EN R.v, !

The HLA DRB1 sRes kit(Calatoo No.628925) shows eA

The HLADRB 3,4, kit((I llll:fliiT |:;.g"i??r"tl_"hows 
r_o-o% as.reem€nt ror HLA DR€ 3. 4, s A/reres (s7.72% row€xacrmerhodarsE.,conndenctirntervarlwrrdncomparia"Hii6;;;"i"il?;?R;;idi;ff|i,J?:rJ:

one-sided €xacl melhod
al95% confidence

, ._..- l::^ -y,.",,E,n,u, ur A,e€s ty/.d% tow€r bolndary l
::l:,T,fl1".::":^,1:Tll:T^r:.5% asreem€nr for DpBAl6r€s (s5.4ol, rowerboundary u"r"s 

"";"d"d "*"
Jii.T"T;"i*?,1,lill::n}:;u_,-':^.^,1:T::lo^o^r::sre€menuorDpAAler€s (s7.8% row€r bolnqary us,ns

interual)when compsfing HLA ttyplng r€s'jhs ar 2 fi€tds in 133 and 135we cha.acle zed samptes, respectivetv.
€l 95% conridenc€

PRECISION 9TUDIES

5fl11ft?oA1B1 
ald I_jLA-DP-41/B 1, .op€rators pedomed r€srins on fv€ non_consscuuv€ days. A[ t€srins 100% concordanco with

Reo6atabiriiv

(qUddn!redoiel'lin{'64



,11; :i"..""?.,,,i?",*"rufi :,:13 b[f":3?5:rvl!) cholesrorot (3 !s/;1,, Briil;;ft:;;ij

y amplified B_globin and HLA_DQo DNAwilh a]'ete_speciiic

for LA_DeAt genotypjng by digestion of pcR-ahptifi€d 
DNA

B typing using €nzymaticaly amplilj€d ONA snd honradioacrive
LIMITED LICENSES

ATJTHOPITFhAUTHORIZED REPRESENTATIVF

32, 633 orcieictr, c-nEfr

immucorcom
Thrs document lasr revtsed and tssuedt 2021-.11-22

TMDEMARKS USED
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APPENDIX A

AmpJitication

----(B ght)

-(ress 
b ght)

Non-amptificalion

: H|"l#i""j[,,],*:::: vuE. uvp Inc Mode,r^l36)

Electrophoresis Conditions

i:Jfj,!::,"::::;:y,:,T,ffi:^i:;f:,f;I!:;iif,ij,?;I1:,?f*.3,4,s (paft No. 6us27) and HLA.Dpal.,al ea'. No. 628s36) as

HLA.B HLA.C HLA.DRBI
-420 -370, -340 -2AOnsre strand{s) (bp) -240 -204 -250, -200 -r80

Gel Interpretation

Double Slranded DNA
Single Sl.Ended DNA

P.imerBahd
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