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Mikrobiyolojik Tani

o Kultur Ao promoter fiaB promoter

* Barbour-Stoenner-Kelly (BSK) besiyeri = 12 hafta
e Konfirmasyon testleri jaczec |
Rutin tanida dnerilmez.

e Antijen saptama — Idrar testi y

* Antikor saptama acZBb , f.-'
* Erken dénemde (< 14 giin) = duyarhlk disiik ) & 5405
* Gec donemde %75-100 —

B. burgdorferi colonies on BSK solid
medium without phenol red

 Nukleik asid testi - PCR



Akut donem enfeksiyon

* Endemik bolgede kene isirigi 6yklisu sonrasi tipik eritema migrans -
- Klinik tani ve direkt tedavi - test gerekli degil.

* Atipik deri lezyonu olan hastalarda
e Antikor testi
* ilk test negatif ise 2-3 hafta sonra test tekrari
* Dokuda veya kanda PCR veya kiltir dnerilmemektedir.

Finnire 1 Fruythema minrans ckin lecinnes fram natients in Fiirnne (A R) and the | Inited States (. N)



Neuroborreliosis Lyme Artriti

* Serum antikor testi e Serum antikor testi

* Duyarhhk %60-80 gereksinimi varsa sinoviyal
* Tedavi sonrasi yillarca yiksek kalabilir. sivida/biyopside PCR

S * Duyarhlik %80’e ulasabilir.
* BOS’da veya serumda PCR veya kultur

onerilmemektedir.

* Erken donem BOS’da PCR duyarlilhgi %5-30
* Ge¢c donem BOS’da PCR duyarlilig l

e Serumda PCR duyarllik %1-28
* BOS'da CXCL13 — kemokin biyomarker

* Tanida non-spesifik, standardize degil
e Tedavi basarisini izlemede anlamli olabilir.



Antikor testleri

* Tam bakteri lizati
 Saflastirilmis antijen

* Rekombinant veya sentetik antijen (tGcuncu kusak testler)
* OspC, p100, p18, p41, VIsE-C6

Lyme stphesi veya tanisinin yanisira ates, trombositopeni, notropeni,
anemi olan olgularda babezyoz ve anaplozmoz incelenmesi dnerilir.
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Protein ekspresyonu

Kenede ve memelide farkli
* Memelide dokular arasi fark
* immun yanita bagh fark

Kiltirde ve konakta farkli

Turler, kokenler arasi farkli
* Ozellikle OspC

Dis membran proteinleri
* Beslenmemis kene: OspA, OspB
* Kan emmis kene ve memeliye gecis : OspC
e Konak immun yaniti

* Immunslprese konakta persistan OspC
ekspresyonu

* Yizey lipoproteinleri

* Ge¢ donem enfeksiyon: VISE



_ _ Iki basamakl tani
Lyme — Antikor Testler: Duyarlilik %70-100, Ozgiillik %95
: e Standart protokol
. EnfngIyondan haftalar . ayl?r sonra, ?nElzr/ ﬁ:fg IOgM /18G
deri disi bulgularin oldugu dénemde immunblot
duyarli ve givenilir tani « Modifiye protokol
. « Iki EIA | '
* |gG (-) = tedavi almamis olgularda | EI7 &5 zamanil Yeya pesisird

taniyi diglama kriteri Antikor testlerinde sorunlar

* Erken dénem =2 Negatiflik IgM ve IgG pozitifligi = yillarca sirebilir
° ||k hafta iginde %20 (+) Enfeksiyonun zamaninin belirlenememesi
* 4. haftada %86 (+) Reenfeksiyonlari, eski enfeksiyonlardan

aylrmada sorun

* GUvenilir taniicin: Antikor testleri Yalanai pozitiflikler
+ kene oykusu + epidemiyoloji + Otoimmiin hastaliklar
klinik Diger enfeksiyonlar




Standard Two-Tiered Testing
for Lyme Disease

First Test
Signs or
Enzythie — Symptoms —Pp
lmmunagssey Positive < 30 days
(EIA) OR
OR K Equivocal m
Immunofluorescence Result Signs or
Assay —_ — Symptoms —P
(IFA) > 30 days
Negative

Result

Consider alternate diagnosis
OR

If patient with signs/symptoms consistent
with Lyme disease for <30 days, consider
obtaining a convalescent serum

National Center for Emerging and Zoonotic Infectious Diseases

Divi

Interpretation uses standardized

(STTT]

Second Test

IgM and IgG
Western Blot

IgG Western Blot
ONLY

Modified Two-Tiered Testing (MTTT)
for Lyme Disease

First Test Second Test
Positive
OR
Positive ELISA 2 Equivocal

OR Enzyme

ELISA 1 Equivocal Immunoassay (EIA) .
Enzyme Negative

Immunoassay (EIA)
I
MTTT
| Negative

MTTT
Negative

criteria at least:

2 of 3 bands for a positive IgM WB
5 of 10 bands for a positive IgG WB




Positive or

Equivocal

VIsE1l/pepC10
ELISA

Negative

MTTT
Negative

Whole Cell
Lysate ELISA,
IgG/I1gM

Positive or MTTT

Equivocal Positive

Negative

MTTT
Negative

Positive or

Equivocal

VIsE1l/pepC10
ELISA

Negative

MTTT
Negative

MTTT
Negative

{If IgM is negative )

Whole Cell
Lysate IgG
ELISA Positive
or
Equivocal
Positive
or
Whole Cell Equivocal
Lysate IgM

ELISA
Negative
i
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FDA clears new indications for existing Lyme

disease tests that may help streamline .
diagnosyes P ST\ U.S. FOOD & DRUG L]

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tol

§ smare | W Tueet | in Lickedin | 3% Ema = Frimt
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For Inmediate Release:  July 29,2010
] B E]EEE
Today, the U.S. Food and Drug Administration cleared for marketing four previously 70 records returned meeting your search criteria - Lyme
cleared tests with new indications to aid in the diagnosis of Lyme disease. The tests cleared -
today are the first time that a test has been indicated to follow a new testing paradigm in Newscaren K export to Excel | ¥4 Help
which two tests called enzyme immunoassays (EIA) are run concurrently or sequentially, i
) S ( ) . ) q R t SevicaNane ‘ t Company ‘ t " Date d I ?ewctte_ orlf:or:rs:rger
rather than the current two-step process in which a separate protein test called a Western PRIOVE NIOAMARGRINSIICHONS
Blot must be run after the initial EIA test. LIAISON Lyme Ighl, LIAISON Lyme IgM Control
Set, LIAISON Lyme Total Antibody Plus DiaSorin Inc. Feb 18, 2021 K202573
LIAISON Lyme IgG. LIAISON Lyme 1gG Control
Set. LIAISON Lyme Total Antibody_Plus DiaSorin Inc. Feb 18, 2021 K202574

The FDA reviewed data from clinical studies of the ZEUS ELISA Borrelia VIsE1/pepCi0
13G/IgM Test System, ZEUS ELISA Borrelia burgdorferi IgG/IgM Test System, ZEUS LD T A o L Ee e MO s iz | Kig0st
ELISA Borrelia burgdorferi IgM Test System, and the ZEUS ELISA Borrelia burgdorferi

Interlude Rolled Tampons In Plastic Applicator

. . . . ALBAAD Fem Oct 07, 2019 K191431
IgG Test System that showed this alternative approach, referred to as a modified two-tier
: . . . . BioPlex 2200 Lyme Total : ;
test, is as accurate as current methods for detecting antibodies for assessing exposure to gl e mesn R P
R R ALBAAD Fem Nov 02,2018 | K181911

Borrelia burgdorferi, the causative agent of Lyme disease, over current methods.




Table 1. Lyme disease in the United States and Europe

Variable United States Europe
Tick vector Ixodes scapularis, I. pacificus l. ricinus, I. persulcatus
Lyme borrelia Mostly Borrelia burgdorferi sensu stricto; B. Mostly B. afzelii and B. garinii, but several other
mayonii may occur in the upper midwestern species cause human disease, including B. burgdorferi
United States s.S., B. bavariensis, B. spielmanii, and B. lusitaniae
Speed of tick transmission of Rarely before 36 h I. ricinus ticks may transmit B. afzelii within 24 h
Lyme borrelia
Predominant patient sex Male patients account for 56% of reported Most cases of erythema migrans and acrodermatitis
cases during 2001-2018; no manifestation chronica atrophicans occur in women; neuroborreliosis
is predominant among female patients and arthritis are predominant in men
Coinfections Risk depends on the geographic area; the Risk depends on the geographic area; the most
most common co-infections are common co-infection is tick-borne encephalitis

anaplasmosis and babesiosis.

AVI‘U pa: Etken: Borrelia burgdorferi sensu lato (s.l.)
llk basamak testte kullanilan ag: VISE protein (C6 B. burgdorferi sensu stricto,

korunmus epitope) + diger VISE epitoplari + OspC Z' Zfﬁg:/

(pepC10) B. bavariensis

ABD: B. spielmanii

Borrelia burgdorferi B31 susuna ait antikorlar
Marques, EID,2021



Lyme — Antikor disi tani testleri

e KUltlr

e Akut donem deri lezyonu - duyarllik %40-60 * Akut d.or.\em. en_f?ksj.'yon_d.a tanu'_
e _ testlerinin higbiri guvenilir degil,
* NUkleik asid testler klinik tani onerilir.

e Akut donem

. | * PCR sorunlar
* Derilezyonu (min 2 mm ¢ap, lezyon kenari) -

duyarhilik %80 * Onayli, valide edilmis, standart
* Plazma — duyarlilik %30-50 teStler”} Ic-).ulunma.ma5|
» Artrit > Duyarlilik %40-90 * Canli —olu bakteriaynmi
yapilamamasi > aktif enfeksiyon

* Tedavi sonrasi da dokuda DNA saptanabilir.

* [ki basamakli antikor testleri pozitif oldugunda ek
test olarak kullanim 6nerilir

kaniti degil.

* Antijen saptama testleri

* idrarda OspA ag = enfeksiyonun aktivitesi ile
iliskili



Open Forum Infectious Diseases

Modified Two-Tiered Testing Enzyme
Immunoassay Algorithm for Serologic
Diagnosis of Lyme Disease

Farhan Khan,'? Ziyad Allehebi,"? Yahya Shabi,'? lan Davis,"? Jason LeBlanc,'?
Robbin Lindsay,® and Todd Hatchette™*“

'Department of Pathology and Laboratory Medicine, Queen Elizabeth Il Health Science Centre,
Halifax, Nova Scotia, Canada, “Department of Pathology, Dalhousie University, Halifax, Nova
Scotia, Canada; and *Zoonotic Diseases and Special Pathogens Division, National Micrabiology
Laboratory (NML), Public Health Agency of Canada (PHAC), Winnipeg, Manitoba, Canada

The modified 2-tier testing algorithm (MTTT) for Lyme disease
(LD) has been approved by the US Food and Drug
Administration. In this study, we show that the MTTT
detected 28% more cases of early infection compared with
the standard 2-tier algorithm while retaining high specificity
in a region with a high incidence of LD.

Keywords. Borrelia burgdorferi; diagnostics; Lyme disease;
modified two-tiered testing; serology.

Surface Protein Expression of
Borrelia burgdorferi

ZEUS ELISA™ Borrelia
VI§E1.’pegC10 lgGligM Test System
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As seen from this depiction, the ZEUS ELISA™ VISE1/pepC10 igS/igM assay utilizes
BOTH VIsE and DspC antig=n derivatives. which ofiers greater potential for detecting
Lyme disease-asscclaled anlibodes relatve o other assays containing enly VIsE-derived antgzns.

Modifiye sema:
1. basamak = OspC (pepC10) / VISE EIA total antikor
2. basamak - WCS EIA total antikor

Standart sema:
EUROIMMUN Anti-Borrelia burgdorferi WB (I1gG) ve
EUROIMMUN Anti-Borrelia EUROLINE-RN-AT-adv (IgM).

Yalanci pozitiflik: 2/10 sifiliz hastasi

ANA ve EBV-IgM pozitif orneklerde
sorun saptanmamis




Microbiology

s | @ Spectrum

RESEARCH A

The Performance of Nine Commercial Serological Screening
Assays for the Diagnosis of Lyme Borreliosis: a Multicenter

Modified Two-Gate Design Study

(UB. J. A.Hoeve-Bakker,*® Mark Jonker,? Afke H. Brandenburg,® P. Martijn den Reijer,” Foekje F. Stelma,® Alje P. van Dam,’

(U Tamara van Gorkom,*” Karen Kerkhof,® Steven F.T. Thijsen,” Kristin Kremer®*
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tDepartment of Medical Microbiology and Immunology, Diakonessenhuis Hospital, Litrecht, the Netherdands
clzore Centre for Infectious Diseases Friesland, Leeuwarden, the Netherlands

“Department of Medical Microbiology and Infection Prevention, Gelre Hospitals Apefdcom, Apeldoom, the Netherlands

“Radboud University Nijmegen Medical Centre, Nijmegen, the Netherlands
Department of Medical Microblology, Amsterdam University Medical Center, Amsterdam, the Netherlands

ABSTRACT In this retrospective study, the performance of nine serological screen-
ing assays for Lyme borreliosis (LB) diagnostics was evaluated using a study popula-
tion of LB cases and controls. Sera derived from 74 well-defined LB cases and 122
controls were induded. The LB cases were diagnosed with erythema migrans (EM;
n = 11), Lyme neuroborreliosis (LNB; n = 35), Lyme arthritis (LA; n = 20), or acroder-
matitis chronica atrophicans (ACA; n = 8). Controls comprised 74 age- and gender-
matched healthy individuals and 48 patients with other diseases with anticipated
high rates of cross-reactivity. The assays under evaluation were selected based on a
literature review and expected continued availability with CE marking under the new
in vitro diagnostic regulation (European Union) 2017/746. The overall sensitivity (IgG
and IgM results combined) among LB cases ranged between 54.5% (6 of 11) and
90.9% (10 of 11) for EM patients and between 97.1% (34 of 35) and 100% for
patients with LNB, LA, and ACA. The positivity rate ranged between 8.1% (6 of 74)
and 29.7% (22 of 74) among the healthy controls and between 22.9% (11 of 48) and
64.6% (31 of 48) among the cross-reactivity controls. The IgM results were more het-
erogeneous than the IgG and IgM/IgG results and did not contribute to the overall
sensitivity but substantially increased the positivity rates among the controls. In con-

on, all e ated Borrelia ological screening a

with respect to early- and late-disseminated LB. The addition of an IgM assay to thd

screening of Borrelia-specific 1gG antibodies had no added value for the diagnosis o

Editor Cathenne Ayn Brissette, University|
North Dakota

Copyright © 2022 Hoeve-Bakker et 3!, Th|
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terms of the Creative Commons Attributi|
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Eritema migrans grubu
IgM ve IgG: %54.5-90.9

Diger klinik tablolar grubu
IgM ve IgG: %97.1-100

TABLE 2 Sensitivity and positivity rates of Borrelia serological screening assays®

Sensitivity (%) Positivity rate (%)
All LB cases EM LNB LA ACA Healthy controls Cross-reactivity controls
Assay (n=74) (n=11) (n=35) (n=20) (n=8) (n=74) (n=48)
IgM assays
DRG IgM 459 36.4 686 250 125 108 354
Euroimmun IgM 554 18.2 68.6 55.0 50.0 6.8 375
Liaison IgM 514 36.4 68.6 35.0 375 81 333
Novalisa IgM 554 455 771 30.0 375 23.0 41.7
Serion IgM 770 54.5 914 65.0 75.0 216 60.4
VirClia igM 459 18.2 714 30.0 125 81 29.2
1gG assays
DRG IgG 919 54.5 97.1 100 100 9.5 14.6
Euroimmun IgG 959 727 100 100 100 135 229
Liaison lgG 932 54.5 100 100 100 4.1 14.6
Novalisa IgG 95.9 81.8 971 100 100 10.8 229
Serion IgG 86.5 63.6 829 100 100 81 16.7
VirClia IgG 95.9 72.7 100 100 100 135 14.6
Overall Ig results (proportion of solitary IgM results)
DRG® 91.9 (0.0) 54.5 (0.0) 97.1(0.0) 100 (0.0) 100 (0.0) 20.3(10.8) 50.0 (35.4)
Eurcimmun® 95.9 (0.0) 72.7 (0.0) 100 (0.0) 100 (0.0) 100 (0.0) 189(5.4) 50.0 (27.1)
Liaison® 95.9(2.7) 727 (18.2) 100(0.0) 100 (0.0) 100 (0.0) 12.2(8.1) 43.8(29.2)
Novalisa® 97.3(1.4) 90.9 (9.1) 97.1(0.0) 100 (0.0) 100 (0.0) 29.7 (18.9) 58.3 (35.4)
Serion" 95.9 (9.5) 72.7 9.1) 100(17.7) 100 {0.0) 100 (0.0) 27.0(189) 64.6 (47.9)
VirClia® 95.9(0.0) 72.7 (0.0) 100 (0.0) 100 (0.0) 100 (0.0) 21.6(8.1) 39.6 (25.0)
C6 IgM/igG* 986 90.9 100 100 100 108 250
Euroimmun IgW/IgG* 973 81.8 100 100 100 81 229
Zeus IgM/1gG* 94.6 63.6 100 100 100 9.5 29.2

Yalanci pozitiflik
Saglkh grup: %8.1-29.7

Capraz reaksiyon olasi grup: %22.9-64.6
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Cross-Reactive Results in Serological Tests for Borreliosis in
Patients with Active Viral Infections
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Abstract: Currently, serological tests for Lyme disease (LD), routinely performed in laboratories
following the European Concerted Action on Lyme Borreliosis recommendations as part of two-stage
diagnostics, are often difficult to interpret. This concerns both the generation of false positive and
negative results, which frequently delay the correct diagnosis and implementation of appropriate
treatment. The above problems result from both morphological and antigenic variability charac-
teristics for the life strategy of the spirochete Borrelia burgdorferi sensu lato, a complicated immune
response, and imperfections in diagnostic methods. The study aimed to check the reactivity of sera
from 69 patients with confirmed infection with Epstein-Barr virus (EBV), cytomegalovirus (CMV) and
BK virus (BKV) with Borrelia antigens used in serological tests: indirect immunofluorescence (ITFT),
enzyme-linked immunosorbent (ELISA) and immunoblot (IB). In the group of patients infected with
EBV, the highest percentage of positive/borderline anti-Borrelia IgM and IgG results was obtained in
the following tests: 1IFT (51.9% for IgM, 63.0% for IgG), ELISA (22.2% for IgM, 29.6% for IgG) and
1B (11.1% for IgM, 7.4% for IgG). In the group of CMV-infected patients, the highest percentage of
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Borrelia afzelii, Borrelia burgdorferi, Borrelia garinii, Borrelia spielmanii.
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Lyme neuroborreliosis in Swedish children—PCR
as a complementary diagnostic method for detection of Borrelia
burgdorferi sensu lato in cerebrospinal fluid
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Abstract

The aim of this study was to evaluate polymerase chain reaction (PCR) as a diagnostic method for the detection of Borrelia
burgdorferi s.1. in CSF of Swedish children with LNB. This study was performed retrospectively on CSF and serum samples
collected from children evaluated for LNB (7 =233) and controls with other specific neurological disorders (7 = 59) in a Swedish
Lyme endemic area. For anti-Borrelia antibody index, the IDETA Lyme Neuroborreliosis kit (Oxoid) was used. Two in-house
real-time PCR assays targeting the /65 rRNA gene were evaluated (TagMan® and LUX™). Among patients classified as LNB
cases (n = 102), five children (5%) were Borrelia PCR-positive in CSF with the TagMan® assay. In the Non-LNB group (n =
131), one patient was Borrelia PCR positive with the TagMan® assay. Among controls (n =59), all CSF samples were PCR
negative. When amplifying and sequencing ospA, we found B. garinii (n =2), B. afzelii (n =2), B. bavariensis (n = 1), and one
untypable (n = 1). With the LUX™ technology, all CSF samples were PCR negative. The TagMan® assay could detect only few
cases (n = 6) of B. hurgdorferi s.1. in CSF among children with LNB and the sensitivity was very low (5%). However. using larger
CSF volumes and centrifugation of samples, the PCR technique could still be useful as a complementary diagnostic method when
evaluating LNB. Furthermore, detection of spirochete DNA 1n clinical matrices, including CSF, is the method of choice for
studying epidemiological aspects of LNB, a tick-bome emerging disease.

102 noroboreliyoz tanili cocuk

2 farkli 16sRNA hedefli PCR
%5 PCR (+)
* 2 B.garinii
* 2 B. bavariensis
e 1 tiplendirilemeyen
59 kontrol olgusunda PCR negatif

Duyarlihgi arttirmak: BOS
volimunun arttirilmasi ve
santrifijleme




THSK - GuUncel analizler listesi

Borrelia burgdorferi (Lyme) PCR
(Doku materyalleri formalin ve parafin

1-2 mL BOS,
1-2 mL Eklem Sivis|

Yuksek Riskli Patojenler L. ! ; 254 : ; i 5 ari bi\ i ornedi (Kandan dnce bi ;
tks iskli Patojenler L 140.313 fcermoyen SF icinde distan vidal steril Konvansiyonel PCR g”-}g?te,v]gtl{lggusi: (;mc{ji (Kandan 6nce biops
tiip/kapta génderilmelidir.) 9 :
Borrelia burgdorferi (Lyme) PCR
;i ; (Doku materyalleri formalin ve parafin Real Time PCR 1:2:mL BGS,
Yuksek Riskli Patojenler L. 32.051 ¢ s z ; 1-2 mL Eklem Sivisi,
908.339 |icermeyen SF icinde digtan vidali steril 0.5:¢ Defi Bivopsi SImeai
tiip/kapta gonderilmelidir.) ~9 yop g
Yuksek Riskli Patojenler L. 30384-1 907.040 |Borrelia burgdorferi antikor (Lyme) IgG Western Blot 1-2 mL Serum
Yiiksek Riskli Patojenler L 30384 907.040 |Borrelia burgdorferi antikor (Lyme) IgM Western Biot 1-2 mL Serum
Yiksek Riskli Patojenler L 32.048 907.050 |Borrelia burgdorferi IgG ELISA 1-2 mL Serum
Yuksek Riskli Patojenler L 32.050 907.060 |Borrelia burgdorferi IgM ELISA 1-2 mL Serum
Yiksek Riskli Patojenler L. 140.812 |Borrelia burgdorferi (Lyme) lgG Avidite Line Immunoassay (LIA) |1-2 mL Serum
Yiksek Riskli Patojenler L 140.813 |Borrelia burgdorferi (Lyme) IgM Line Immunoassay (LIA) |1-2 mL Serum
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ABSTRACT ARTICLE HISTORY
Background A modified microscopy protocol (the LM-method) was used to demonstrate what was Received 7 August 2015
interpreted as Borrelia spirochetes and later also Babesia sp. in peripheral blood from patients. The Revised 5 January 2016
method gained much publicity, but was not validated prior to publication, which became the purpose ~ Accepted 18 January 2016
of this study using appropriate scientific methodology, including a control group. Methods Blood from  Published online 15 February
21 patients previously interpreted as positive for Borrelia and/or Babesia infection by the LM-method =16

and 41 healthy controls without known history of tick bite were collected, blinded and analysed for KEYWORDS

these pathogens by microscopy in two laboratories by the LM-method and conventional method, Lyme disease; Lyme
respectively, by PCR methods in five laboratories and by serology in one laboratory. Results Microscopy borreliosis; babesiosis;

by the LM-method identified structures claimed to be Borrelia- and/or Babesia in 66% of the blood sam- Borrelia burgdorferi sensu
ples of the patient group and in 85% in the healthy control group. Microscopy by the conventional lato; Babesia spp.;

Mikroskopi
* Hasta %66
e Kontrol %85
PCR
 Hasta—1 olgu
e Kontrol -8 olgu
Seroloji
* Hasta
 3-1gG(+), PCR(-)
e Kontrol
e 1-1gG (+), PCR ()

method for Babesia only did not identify Babesia in any samples. PCR analysis detected Borrelia DNA in microscopy; PCR
one sample of the patient group and in eight samples of the control group; whereas Babesia DNA was

not detected in any of the blood samples using molecular methods. Conclusions The structures inter- M | kros k0p| sonu gla ri

preted as Borrelia and Babesia by the LM-method could not be verified by PCR. The method was, thus,

falsified. This study underlines the importance of doing proper test validation before new or modified _ H asta ve ko ntrOI Ie ri ay| rd edemem IS

assays are introduced.

21 supheli hasta ve 41 saglikli kontrol
*  Mikroskopi (LM yontemi) (2 lab)
* PCR (5 ayri lab — farkl protokoller)

- Sonuclar diger yontemler ile dogrulanmamistir.
PCR - laboratuvarlar arasi fark var

- Kontaminasyon veya yalanci (+)

- Kalite kontrol calismalarina ihtiyac var

» Seroloji (1 lab)




CDC — Onerilmeyen testler

Immunfloresan boyama veya kistik
(hiicre duvari defektli) B.burgdorferi
formlarini saptama testleri

Idrarda antijen testleri

Lenfosit transformasyon testleri
Kantitatif CD57 lenfosit testi
Ters western blot testi

Ik test (EIA) kullanilmadan yapilan
lgM veya IgG blot testleri

Laboratory tests and practices that
are not currently recommended

Print

CDC recommends using diagnostic tests for Lyme disease that have been cleared or
approved by the U.S. Food and Drug Administration (FDA). Use of an FDA cleared or
approved test provides assurance that the test has undergone adequate analytical
and clinical validation and is safe and effective.

Some laboratories offer their own laboratory developed tests for Lyme disease
whose clinical validity and safety have not been cleared or approved by the FDA. This
means that information is lacking about the accuracy with which these tests identify,
measure, or predict the presence or absence of Lyme disease in a patient. Examples
include:

e Capture assays for antigens in urine

e Immunofluorescence staining, or cell sorting of cell wall-deficient or cystic
forms of Borrelia burgdorferi

e Lymphocyte transformation tests
¢ Quantitative CD57 lymphocyte assays
e “Reverse Western blots”

® IgM or IgG blot assays without a previous enzyme immunoassay



Ozet

* Test sonuclari her zaman enfeksiyon riski (6ykd, klinik bulgular,
endemisite, diger inceleme sonuclari) ile birlikte yorumlanmalidir.

 Laboratuvar tani = siklikla antikorlarin saptanmasina dayalidir.
* Erken enfeksiyon déneminde antikorlar saptanamayabilir.

* Antikorlar aylar —yillar boyunca pozitif kalabilir.
» Aktif enfeksiyon tanisinda ve tedavi takibinde sorun !!
e Hastanin sikayetleri 30 glinden uzun sureli ise IgM testleri kullanilmamalidir.

* Antikor testlerinde yalanci pozitiflikler saptanabilir.

* Diger kene ile bulasan hastaliklar, bazi bakteriyal, viral enfeksyonlar,
otoimmun hastaliklar
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