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Cut-off is wjspugmuisiguat wiptwwEima s Shwissgienshulmnugndn @djfandgs

Bgmiisgnn igluRiuntpuiywe tifmemipuuiiutimimabnyeis |
om. HuIgRASHHaNmaedneSmaLS Western Blot Assay

Tmmtagg Western blot assay (gifAnu{gugiufin jsnugrunpatng Sumugusumn
Ay DBS 1 1] BMGAns Tnegin-wgnuuinmgn (RusesynAseinm. THnshv-wgHuuinAn
WIS{URAY. 84 juHIgma

ismmens grnugERIUN Rugusamauny DBS Tgwsgin. Rhmsuqnidiima gms

INWAMY [HiENmIMMENMITH ENaisiRima |

9. HUTHBOILSVIVIHRARYIHANNG

[mingajugRuIUmg BN HUhysEs. wisnuEpuitmsgiuginieth [pidsuiivuinis

whwwsg gigmsvmespoumn hwpivimepigng e gmeetanduguman, thiwesuping
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ipEmE TR s ?sgﬁ%ﬁmmsmmgja:ﬁﬁ&fg?mﬁ%ﬁmﬁsmsﬁﬁmgﬁmmas'1 Lﬁﬁ"jmf‘jgﬁ‘{s
inRsiwsgusiibnupaignsgi inlumBasmgmelimm:  wgRumilmassmetmm:
weig 1 [HitnganentpigiEme iBdifandimwnsiuanisun ystumtiRui§lmmdifio |
TJERNENIRMSHES (O ITSNOEHENSR[ANgMOEURRT 1 MnRuiiuiu] sRinownuniEwy
nuge giasnepognistusyinisiiomimmieiBilimemuion sundsgoqanigimeigns
tnawmnisgaggais guinmwhnsmagndane muSurdaingnomi agumn Sigmmio
UMy EuIGmegii g iTosmj e guissEsmEInNsisiN:, MEWIN]EIMIBUnSEn [JInTe
mengoigisilin  (p24, gpdl) BREANSWNMS ﬁtmsmsﬁtﬂmggﬁmﬁﬁmsLﬁmmmmmﬁtﬁtﬁ'ﬁgﬁmi
whuimusineigima Mg 1 RiEfime dionmaipge gamsgimEaugiehouy i
gjunnpeigmeienw  andindginouismingiue Substrate (Substrate incubation period)
igmas hnspinghwhAmAuasussw v Incubate s{MWOd Substrate [HINSH[IW{HEND
miRRfsMguignsenw nswssngigaitunspoumn gl pingsmsg
wgnm ihmigmbusinssiaumiiGiyeem i tf‘jﬁsgﬁtﬁiﬁﬁsﬁsmSLﬁmmmmgﬁﬁEﬂﬁ Mo MGi{mew
Nt Substrate mnEimmsspiiuniie, ifwgnimigaisaitveg meiuanituyinemw e

neurmBsRinnimi 4 i uRUEUHITMS BeimeunUinHsuEIg)ng 4

od. pHagnemReRRNsanmnEdnbsRinMmLESHEn HIV Antibodies in DBS

ot.9- mutha(gHisHIwethyw mnEEhag]ganma Monitoring Control Values with
Quality Control (QC Charts)
MNUERNSHjEANMe (QC charts) (giteiiiois OD wntriugusigms(NC) 1 nugnigms

ignus (LP) 8y mugniigmsgiu (HP) 1 igsfianiis QC (either £95% and 99% confidence intervals
or +2 or 3 standard deviations) gainANSEwIEEEw o0 wagismnFinaduiy insdndigsyiin

MSMI sAngigiiMmsiniBumemuen)aEn Boisy |

The mean values from each run, the overall mean of the 10 (or 20) mean values, and upper
and lower 95 and 99% confidence intervals or 2 and 3 standard deviations must be plotted on one
chart. For each subsequent analytical run, the mean OD for the control materials must fall within
the defined control limits for each material.
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An analytical run is considered out of control if any of the following events occur:

1. The mean OD for NC, LP or HP falls outside the upper or lower 99% control limits (or 3
SD). The 99% control limits (or £ 3 SD) are considered action limits. The run must be
repeated if these limits are exceeded.

2. Two successive mean ODs for NC, LP or HP fall outside of the upper or lower 95%
control limits (or £ 2 SD). The second run must be repeated. The 95% control limits (or =
2 SD) are considered warning limits.

3. Eight successive mean ODs (for NC, LP or HP) are above or below the mean value line.
The eighth run must be repeated.

ot. . Troubleshooting Guidelines

mijunienigmeise  piwmehBaminigmngima 1St irsa R s titedang
T suiRigi o

A EansapRgman fos g quamd iR mnw Eing. memaEvginsisg

[PagwEu i fiatusmAmns muwRyRDnsgiuanmugs 4

3. (@AORH]ATaUAIANGIGSENG Ak B hidssintmewgto (Read plates)

n. EatEgjanndpiimsinfimsiwegyd e A it Bsyaighansid 1 iFmmmwns gy

g wngiwunaing imEsfMR R EUSNUERRIpHTT 9
w. [HASA] N By GItnManumIt[IEme: Mg (samanms
. gAfSaRAMALS substrate solution § nty Substrate solution iBmmemntsys By grfit:

NI ﬁmmgﬁiﬁmﬁ (increase background)
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DBS msmgs%e@@

9.9. FDA-approved Filter Paper Collection Device c {rithed Filter %ﬁmﬁgqnn'ﬁimm FDA>

1.73310--3" x 4.25" card with 5 Circles/card.
Order # 10538414

Job # A01520

Schleicher & Schuell (S&S) 903™ paper
Keene, NH 03431

Contact: Judy Peter 800- 437-7003

2. Whatman BFC 180™ paper
Whatman, Inc.

6 Just Road

Fairfield, NJ 07004

Contact: Mark Fry 800-343-5853 ext 132
Fry@whatman.co

9.0, Drying Racks ( {iihiithfisinmsnnyg DBS tman

105-395-21, Dry Rak™
Schleicher & Schuell (S&S)
Keene, NH 03431

(800) 437-7003

9.m. Double-sided Carpet Tape

ST501, DF Paper Tape %" x 36 yds
Minimum order: 1 case of 72 rolls
Spectape of Atlanta

1661 Roadhaven Drive

Stone Mountain, GA 30083

(770) 934-4053

9.¢. Low-gas permeable plastic bags for card storage (Iﬁjmﬁ’g”lijﬁ)

VWR Scientific #11217-106
(800) 932-5000
Fisher Scientific #19240127
(800) 766-7000
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7 x 8" bags are marketed by the above companies but manufactured by
Com-Pac International, (800) 824-0817, manufacturer #4743S)

S&S #79692

These are low gas perm. bags from S&S

9.%. Desiccant Packs ¢ mentTsedinie

1 gram desiccant packs with blue indicator that turns pink with high humidity
#02-00040-AG37 Minipax Indicating Silica Gel Tyvek Bag

Multisorb Technologies

325 Harlem Road, Buffalo, NY 14224

(800) 445-9890

9.9. Weigh Paper « {fthai8s{hugm

#09-898-12C

Fisher Scientific

PO Box 829
Norcross, GA 30091
(800) 766-7000

9.1l. Hole Puncher « [uthiiigianmenmys DBS)

1/4" stainless hole punch
Available from any office or school supply store

9.6. BD Genie Lancet ¢ gRimfau{mein
(single use, permanently retractable lancet with 1.5 mm blade)

9.8.

9.90.

#02-683-105

Fisher Scientific

PO Box 829
Norcross, GA 30091
(800) 766-7000

96-well microtiter plate, flat bottom, with lid fic it Microplate msmsieg)

#07-200-90

Fisher Scientific

PO Box 829
Norcross, GA 30091
(800) 766-7000

PBS pH 7.4 with TWEEN 20 0.05% powder ¢ ntusinsiantanmmnmes)

#P3563
Sigma Aldrich
(800) 325-5052
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The use of trade names is for identification only and does not imply endorsement by the Public
Health Service or the U.S. Department of Health and Human Services.

.

DR RIN SIS BRI

~

gampnne DBS muwnmshivsnyis yyuhiaiiao Veine shwthiigh@pmaisunssgems

~ Y

Tu{ih FDA 9 [fithed Filter ssanugmthiiigumnighugiamy medimaniyinm 100pl

isnmuign tifigl phunmigisgy 1 sweamagamsgntimuunpnsigngmispmna 1

on. mswﬁ@msazésﬁiﬁme{’s Filter

m.o wanfmmegamei - danfanuigusmundyishiSsaphiiegl  SAgaltsugy
gfitsnwvsrthe  Filter ﬁﬂﬂﬁﬂiﬂﬁﬁﬁtmﬁgmgﬁlﬁmﬁi Filter oty islidfithasime 4
uiERENSEiamEiEsey Bdigjmennuurumps winhuiEns muitinwidghegn
wUgRnMuiRgWISA Filter Uigns 83 UginmuimMmpTINMEG 1 it Filter

o

IEUUSRRMBISIEWRRTM]T BNUIE:INL m 181 181 AREHANMNEUET |

e

mb  ansigvyemsmgy. DEmomsyehnGuitumsamgBsimwamenn  (EDTA-
lavender top** or Heparin-green top> 1 ysamuImwNamMuissigumsing ihwmsun
RHIE N YWANINE BeIMWAMEHT 1 ysShuginmuisint e Filter Hignamutmmafis]
gfiiniugods [nehAnsigugiGnnn 1 (RgNNBYMWMTANE TNEMIGNG
1B anwRiEMsGuRgnUBsIgibneEt (25X) gRnfnlgsuuamentonnpinm eng |
UGHAINEMSHYARTn  §E100 pl thitglib{ith Filter [panamuismy fimusignens

imuyis{pthaisihuS g |
M. Fangiwgems IIimesaeeTs  SIfig)pyGums EDTA** or heparin

capillary tubes:
w capillary tube (BmyBRNBBTsENYENATSINTIReNnGIsTIRE Filter [ERSANBRIMMIS

1, NBURBMASUIMUETE it Filter 4 Bs{gitme, wifim 1giubithd Filter

**EDTA muifinwnsuinemitauwsss. phswmshiphaimnsisumasinuusdping

TUEiiE SUWoBsSNE MmOUHnnme |

-9@G-



Q. SFULNESEBRNIHEIS
¢.9. Use S&S #903™ Dry Rak™ to DBS cards.

18 BswsGinumniuna DBS cards igims[giifimtugani. yRthAmtgumiBa Y]
cb. FGinothAtmuEamAunE  IBUMsUgRNEIEY A[EDE Filter IBUWMSANEINY
iy ulEeidss wjmhufimw e Filter idumamimrnmuiduteigisug iwdsg?
T BISHEN vsamAAnyiEshid g 1 damanmegiaunatmnmeygn isiguagamegs
TS (IR TN MIT U DMEIme tmmgmmﬁ‘fﬁgﬁghﬁgﬁ q
ge: nmulnmiinsmue hwhihigiphnastiisumssit 60°C nqytwts 4

&, SHNGREBEMHESS  (Storing Dried Blood Spots)

Ug]ﬁﬁﬁﬁﬂmﬁnﬁmtﬂ‘.%ﬁ%ﬁ DA DBS  sumwwaite  Bshusnthiipny
fudedamn ansfunwismigwigigwgs igoousings hwnshinmuladliy &
rRfRNiT e R siGuiemitgn jeinngnist -20°C 4 thifwogiahsn]noTndiniy
sug§  inelzmgnhaifundisduisipaisinmagn 1 stmawigagiginaiindnis
Bjmsgrmd. wiwugd fyims f-Osk 2wgdannansusyag wudanismiginms
GaeinnuBsimnmmais 1 snnymefinigams Ermuaiminmyessanmen 4

. msgﬁﬁs@g& Shipping

gianntmedamiomy DBS 1gim3ulifineg mywgpmwizunfshm s
pusimAn Bwgimsghugunsivign 1 giienmninmolin hAgguEannituEiDs
suignwlin 1 houintedamimengignmann wmman By guGann iRwgo
rifmasmygninte-gamawitn  gemuguimenn B gwmnsimeansisimmes

SN 4
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For more information please contact any of the following individuals:

Joanne V. Mei, Ph.D.

Lead Research Chemist

Newborn Screening Quality Assurance Laboratory
Division of Laboratory Science

National Center of Environmental Health

Centers for Disease Control and Prevention

Mail Stop F-19, 4770 Buford Hwy NE

Atlanta, GA 30341-3724

Phone: 770-488-7945
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Fax: 770-488-7459
Email: jmei@cdc.gov

Timothy C. Granade

Division of AIDS, STD, and TB Laboratory Research
Nation Center for Infectious Disease

Centers for Disease Control and Prevention

Mailstop A-25, 1600 Clifton Road

Atlanta, GA 30333

Phone: 404-639-3850

Fax: 404-639-2660

Email: txgl@cdc.gov

Kyle B. Bond

Global AIDS Program, Laboratory Support
Nation Center for Infectious Disease
Centers for Disease Control and Prevention
Mailstop: A-12, 1600 Clifton Road
Atlanta, GA 30333

Phone: 404-639-2643

Fax: 404-639-2475

Email: kbb5@cdc.gov

Marie Downer

Global AIDS Program, Laboratory Support
Nation Center for Infectious Disease
Centers for Disease Control and Prevention
Mailstop: A-12, 1600 Clifton Road
Atlanta, GA 30333

Phone: 404-639-3050

Fax: 404-639-1286

Email: mld8@cdc.gov

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
Public Health Service
Centers for Disease Control
Atlanta, Georgia 30333
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