/ TBS-CLF/M-V-40. 1a

CERTIFICATE OF CALIBRATION
# m Certificate Number  : TBS/CLC-21/0026-23 \) o
/‘l Date of Issue : 06-08-2021 Page 1 of 2 /N

CALIBRATION LABORATORY
TBS INDIA TELEMA’I:IC AND BIOMEDICAL SERVICES PVT LTD CRF No.: | TBS/CRF-21/0021

5th Floor, Arden Fair, Pai Layout, Old Madras Road, Bangalore-560016. CRF Date : | 22.07.2021

Tel: 080 - 40545050 Fax: 080 - 40545055 ULR No: | CC260321000000322F
Email: in.calibration@althea-group.com, in.info@althea-group.com :

TBS INDIA

Customer:

M/s. Sri Venkateswara Institute of Medical Sciences, Date of Calibration :28.07.2021
Alipiri Rd, Sri Padmavati Mahila Visvavidyalayam, Recommended Cal Due : 28.07.2022
Tirupati, Andhra Pradesh 517507

TBS INDIA

Unit Under Calibration:

I
E Nomenclature : Single Channel Micropipette (Fixed) Location : Serology
‘é Make : Fixapette Model/Range : F10
Serial Number :F17673 Equipment ID No : Nil
Received Date :26.07.2021 Condition of Receipt : Satisfied
I
Q
3l Environmental Condition:
§ Temperature : 2022°C Relative Humidity ~ :30-70%
Pressure : 850hpato1050hpa g co-efficient :9.9*107-6 / °C
=
Il SOP NO : TBS-CSOP-M-04
@
S .
Traceability of Master Tags:
= Tag Name Tag No Cert No Validity Traceability
é MICRO BALANCE TBS/CLE/0037 TBS/CLC-20/0055-02 24-11-2021 TBS India, Bangalore
3
2Bl REMARKS:

g co-efficient is the thermal expansion co-efficient.

Functionality check only carried out.

Volume Corrected to 27°C.

Results obtained [l Satisfactory.

Statement of Conformity: The Obtained values are within the tolerance limit as per ISO 8655-6.
» Discipline: Mechanical - Volume

Statements:
} Calibration was carried without any impact of Environmental Condition at TBS India Calibration Laboratory.

TBS INDIA

} Measurement Uncertainty disclosed @ 95.45%
» Accuracy is calculated as per the manufacturer Specification.
Note : The Certificate is issued subjected to conditions stated overleaf (See back g 3

Cdey
VARNISHA D = m°"

Calibration Engineer - Lab bk ALTYCE Quallty Manager - Lab

We Value Each and Every Measurement

This report refers only to the Item submitted and may not be reproduced except in full without written approval of
M/s TBS India Telematic & Biomedical Services Pvt. Ltd,,

TBS INDIA

TBS INDIA



CERTIFICATE OF CALIBRATION

uogs

TERLRATE An8 Bte b SUTNETE

Page: 2 of 2

TBS INDIA TELEMATIC AND BIOMEDICAL SERVICES PVT.LTD

Reg. & Corp. office : 5th & 6th Floor, Arden Fair, Opp Benniganahalli Road Flyover,

Pai Layout, Near Tin Factory, Old Madras Road, Bangalore - 560 016

Certificate No: TBS/CLC-21/0026-23

Date of Issue: 06.08.2021

CALIBRATION RESULTS:-
uucC t
Range _ Stand_ard Error Measur_emen Remsarks
Setting Reading Observed Uncertainty (%)
9.063 mg -0.937 mg
9.072 mg -0.928 mg
10 ul 9.078 mg -0.922 mg 0.02 ml
9.085 mg -0.915 mg
10 pl Pass
9.093 mg -0.907 mg
Systematic Error : -0.218 % Mean Value : 9.078 mg
Random Error: 0.127 % Standard Deviation : 0.012 mg
Volume Delivered: 9.088 pl

Caliprated by:

VARNISNA D

Medium used : Grade 3 Distilled Water.
Error Limit: + 0.120 pl
UUC is defined Unit Under Calibration

Calibration Engineer - Lab

*+4x*END OF REPORT*****

Conclusion: Obtained values are within the Tolerance Limit as per ISO 8655.Hence the pipette is found to be working fine.




‘g\&% CERTIFICATE OF CALIBRATION

TNB i S fnon
{w Certificate Number ~ : TBS/CLC-21/0026-06

AN TEAAT WA \) ;
/ Y { Date of Issue : 06-08-

‘/‘ &“\‘ 08-2021 Page 1 of 2 cc-zs
CALIBRATION LABORATORY

TBS INDIA TELEMATIC AND BIOMEDICAL SERVICES PVT LTD

5% Floor, Arden Fair, Pai Layout, Old Madras Road, Bangalore-560016.
Tel: 080 - 40545050 Fax: 080 - 40545055

Email: in.calibration@althea-group.com, in.info@althea-group.com

g
Gl

CRFNo.: | TBS/CRF-21/0021
CRF Date : | 22.07.2021
ULRNo: | CC260321000000305F

TBS INDIA

Customer:

M/s. Sri Venkateswara Institute of Medical Sciences, Date of Calibration :28.07.2021

Alipiri Rd, Sri Padmavati Mahila Visvavidyalayam, Recommended Cal Due : 28.07.2022
Tirupati, Andhra Pradesh 517507

TBS INDIA

Unit Under Calibration:

<
% Nomenclature : Single Channel Micropipette (Variable) Location : Serology
<Jl Make : Accupipet : Model/Range : T200
B Serial Number :V22106 Equipment ID No : Nil
Received Date :26.07.2021 Condition of Receipt  : Satisfied
NS
2 Environmental Condition:
ﬁé B Temperature 1 20%2°C Relative Humidity :30-70%
Pressure :  850hpa to1050hpa g co-efficient :9.9%10%-6 / °C
- :
=Jll SOP NO : TBS-CSOP-M-04
2
il Traceability of Master Tags:
= Tag Name Tag No ,~ CertNo Validity Traceability
§ MICRO BALANCE TBS/CLE/0037 TBS/CLC-20/0055-02 24-11-2021 TBS India, Bangalore
%
S REMARKS:

» g co-efficient is the thermal expansion co-efficient.
» Functionality check only carried out.
Volume Corrected to 27°C.
Results obtained | Partially Satisfactory.
Statement of Conformity: The pipette is found to be partially working since the obtained values are exceeding the error
limit of +1.6 pl for the range of 200 pl as per ISO 8655-6.
» Discipline: Mechanical - Volume
Statements:
» Calibration was carried without any impact of Environmental Condition at TBS India Calibration Laboratory.
} Measurement Uncertainty disclosed @ 95.45%
» Accuracy is calculated as per the manufacturer Specification.
Note: The Certificate is issued subjected to conditions stated overleaf (See back of thjs g

Cali ed by
VARNISHA D
Calibration Engineer - Lab

TBS INDIA

TBS INDIA

TBS INDIA

We Value Each and Every Measurement

This report refers only to the Item submitted and may not be reproduced except in full without written approval of
M/s TBS India Telematic & Biomedical Services Pvt. Ltd.,



CERTIFICATE OF CALIBRATION

——

Page: 2 of 2

AT Sl S Bl SIVALTY

TBS INDIA TELEMATIC AND BIOMEDICAL SERVICES PVT.LTD
Reg. & Corp. office : Sth & 6th Floor, Arden Fair, Opp Benniganahalli Road Flyover,
Pai Layout, Near Tin Factory, Old Madras Road, Bangalore - 560 016

Certificate No: TBS/CLC-21/0026-06

Date of Issue: 06.08.2021

CALIBRATION RESULTS:-
Range SUU'C Stand-ard Error Measur‘ement ——
etting Reading Observed Uncertainty ()
21.034 mg 1.034 mg
21.046 mg 1.046 mg
20 pl 21.052 mg 1.052 mg 0.11 ml
21.064 mg 1.064 mg Pass
21.069 mg 1.069 mg
Systematic Error : 5.265 % Mean Value : 21.053 mg
Random Error: 0.067 % Standard Deviation : 0.014 mg
Volume Delivered: 21.076 pl
100.012 mg 0.012 mg
100.014 mg 0.014 mg
100 pl 100.023 mg 0.023 mg 0.11 ml
20 4l t0 200 100.026 mg 0.026 mg —_—
100.033 mg 0.033 mg
) Systematic Error : 0.022 % Mean Value : 100.022 mg
i Random Error : 0.009 % Standard Deviation : 0.009 mg
Volume Delivered: 100.131 pl
196.712 mg -3.288 mg
196.723 mg -3.277 mg
200 pl 196.735 mg -3265mg | - ml
196.743 mg -3.257 mg
196.754 mg -3.246 mg -
Systematic Error : -1.633 % Mean Value : 196.733 mg
Random Error: 0.008 % Standard Deviation : 0.016 mg
Volume Delivered: 196.949 ul

Medium used : Grade 3 Distilled Water.
Error Limit: + 1.6 pl
UUC is defined Unit Under Calibration

the range of 200 pl as per ISO 8655-6.

Caljbriated by:

VARNISHA D
Calibration Engineer - Lab

Conclusion: The pipette is found to be partially working sinc

+aer+END OF REPORT*****

Quality Manager - Lab

e the obtained values are exceeding the error limit of 1.6 pl for




CERTIFICATE OF CALIBRATION

Certificate Number  : TBS/CLC-21/0026-03 '
Date of Issue £ 06-08-2021 Page 1 of 2 e
CC-2603 L
CALIBRATION LABORATORY '

TBS INDIA TELEMATIC AND BIOMEDICAL =
: SERVICES PVT LTD o

'Srthl-Floor, Arden Fair, Pai Layout, Old Madras Road, Bangalore-560016. CRFNo.: | TBS/CRF-21/0021 7 - :

el: 080 - 405.45050 Fax: 080 - 40545055 CRE Date : | 22.07.2021 o

Email: in.calibration@althea-group.com, in.info@althea-group.com LR £(260321000000302F 7

TBS INDIA

Customer:

M/s. Sri Venkateswara Institute of Medical Sciences, Date of Calibration :28.07.2021

Alipiri Rd, Sri Padmavati Mahila Visvavidyalayam, Recommended Cal Due : 28.07.2022
Tirupati, Andhra Pradesh 517507

TBS INDIA

<l Unit Under Calibration:
Q g
=gl Nomenclature : Single Channel Micropipette (Fixed) Location : Serology
> . -
8 Mal.<e : Thermoscientific Model/Range : Finnpipette F3
Serial Number :HH52352 Equipment ID No . Nil

: Received Date :26.07.2021 Condition of Receipt : Satisfied
= . .
=Jl Environmental Condition: >
(7
3 Temperature : 20x2°C Relative Humidity :30-70% =

Nl Pressure : 850hpato1050hpa g co-efficient :9.9%107-6 / °C
= .
g SOP NO : TBS-CSOP-M-04
|%2)
2 .

Traceability of Master Tags:

- Tag Name Tag No Cert No Validity Traceability
S MICRO BALANCE TBS/CLE/0037 TBS/CLC-20/0055-02 24-11-2021 TBS India, Bangalore
%
E REMARKS:

g co-efficient is the thermal expansion co-efficient.
Functionality check only carried out.
Volume Corrected to 27°C.

Results obtained [l Satisfactory.
Statement of Conformity: The Obtained values are within the tolerance limit as per ISO 8655-6.

» Discipline: Mechanical - Volume

Statements:
) Calibration was carried without any impact of Environmental Condition at TBS India Calibration Laboratory.

} Measurement Uncertainty disclosed @ 95.45%
» Accuracy is calculated as per the manufacturer Specification.

CWM by
VARNISHA D
Calibration Engineer - Lab

We Value Each and Every Measurement

This report refers only to the Item submitted and may not be reproduced except in full without written approval of
M/s TBS India Telematic & Biomedical Services Pvt. Ltd.,

TBS INDIA

TBS INDIA

TBS INDIA

Quality Manager - Lab




CERTIFICATE OF CALIBRATION

7 eomen
. Page: 2 of 2
( 18] 's[=] TBS INDIA TELEMATIC AND BIOMEDICAL SERVICES PVT.LTD
T T Reg. & Corp. office : 5th & 6th Floor, Arden Fair, Opp Benniganahalli Road Flyover,
Pai Layout, Near Tin Factory, Old Madras Road, Bangalore - 560 016
Certificate No: TBS/CLC-21/0026-03 Date of Issue: 06.08.2021
CALIBRATION RESULTS:-
uuc
Range . Stand.ard Error Measur'ement Remarks
Setting Reading Observed Uncertainty (%)
100.214 mg 0.214 mg
100.219 mg 0.219 mg
100 pl 100.223 mg 0.223 mg 0.11 ml
100.226 mg 0.226 mg
100 ul Pass
100.234 mg 0.234 mg
Systematic Error : 0.223 % Mean Value : 100.223 mg
Random Error: 0.008 % Standard Deviation : 0.008 mg
Volume Delivered: 100.333 ul

Medium used : Grade 3 Distilled Water.
Error Limit: + 0.8 pl
UUC is defined Unit Under Calibration

Conclusion: Obtained values are within the Tolerance Limit as per ISO 8655.Hence the pipette is found to be working fine.

#+++*END OF REPORT*++++

Calibryted by:

VARNISHA D BINERT
Calibration Engineer - Lab Quality Manager - Lab




=) | CERTIFICATE OF CALIBRATION
T BES INDIA
- NV REAAT A Certificate Number  : TBS/CLC-21/0026-01
: /‘{&N\ | Date ofIssue : 06-08-2021 Page 1 of 2
L \ ‘ CC-2603

CALIBRATION LABORATORY

<3l TBS INDIA TELEMATIC AND BIOMEDICAL SERVICES PVT LTD CRFNo.: | TBS/CRF-21/0021

g 5t Floor, Arden Fair, Pai Layout, Old Madras Road, Bangalore-560016. CRF Date : | 22.07.2021

SNl Tel: 080 - 40545050 Fax: 080 - 40545055 ULRNo: | CC260321000000300F

~J Email: in.calibration@althea-group.com, in.info@althea-group.com

= Customer:

é M/s. Sri Venkateswara Institute of Medical Sciences, Date of Calibration :28.07.2021

il Alipiri Rd, Sri Padmavati Mahila Visvavidyalayam, Recommended Cal Due : 28.07.2022

= Tirupati, Andhra Pradesh 517507

Sj Unit Under Calibration:

=Bl Nomenclature :Single Channel Micropipette (Variable) Location : Serology

<Jl Make : Thermoscientific Model/Range : Finnpipette F2

N Serial Number : RW08097 Equipment ID No : Nil
Received Date :26.07.2021 Condition of Receipt : Satisfied

I

E Environmental Condition: -

‘é? Temperature : 20£2°C Relative Humidity :30-70%
Pressure : 850hpa to1050hpa g co-efficient :9.9*107-6 / °C

I

=Hll SOP NO : TBS-CSOP-M-04

2

Il Traceability of Master Tags:

Tag Name Tag No CertNo Validity Traceability
MICRO BALANCE TBS/CLE/0037 TBS/CLC-20/0055-02 24-11-2021 TBS India, Bangalore

I
Q
Z
[
8

REMARKS:
g co-efficient is the thermal expansion co-efficient.
Functionality check only carried out.
Volume Corrected to 27°C.
Results obtained |l Satisfactory.
Statement of Conformity: The Obtained values are within the tolerance limit as per ISO 8655-6.
Discipline: Mechanical - Volume
Statements:
}» Calibration was carried without any impact of Environmental Condition at TBS India Calibration Laboratory.
} Measurement Uncertainty disclosed @ 95.45%
» Accuracy is calculated as per the manufacturer Specification.

TBS INDIA

TBS INDIA

Note : The Certificate is issued subjected to conditions stated overleaf (See back of §

aliRrgted by
VARN|SHA D
Calibration Engineer - Lab

We Value Each and Every Measurement

This report refers only to the Item submitted and may not be reproduced except in full without written approval of
M/s TBS India Telematic & Biomedical Services Pvt. Ltd,,

TBS INDIA




CERTIFICATE OF CALIBRATION

Page: 2 of 2

LTS Sa8 Ao acaL LSBTV

(EEIEH

TBS INDIA TELEMATIC AND BIOMEDICAL SERVICES PVT.LTD

Reg. & Corp. office : 5th & 6th Floor, Arden Fair, Opp Benniganahalli Road Flyover,
Pai Layout, Near Tin Factory, Old Madras Road, Bangalore - 560 016

Certificate No: TBS/CLC-21/0026-01

Date of Issue: 06.08.2021

CALIBRATION RESULTS:-
Range UI{C Stand.ard Error Measur'ement Remarks
Setting Reading Observed Uncertainty (%)
2.163 mg 0.163 mg
2.168 mg 0.168 mg
2l 2.175 mg 0.175 mg 0.02 ml
2.179 mg 0.179 mg Pass
2.183 mg 0.183 mg
Systematic Error : 8.680 % Mean Value : 2.174 mg
Random Error: 0.373 % Standard Deviation : 0.008 mg
Volume Delivered: 2.176 pl
10.053 mg 0.053 mg
10.062 mg 0.062 mg
10 ul 10.068 mg 0.068 mg 0.11 ml
2 10 20 10.075 mg 0.075 mg B
10.081 mg 0.081 mg
Systematic Error: 0.678 % Mean Value : 10.068 mg
Random Error: 0.109 % Standard Deviation : 0.011 mg
Volume Delivered: 10.079 pl
19.932 mg -0.068 mg
19.936 mg -0.064 mg
20 pl 19.941 mg -0.059 mg 0.11 ml
19.945 mg -0.055 mg
19.949 mg -0.051 mg Pass
Systematic Error : -0.297 % Mean Value : 19.941 mg
Random Error: 0.034 % Standard Deviation : 0.007 mg
Volume Delivered: 19.962 pl

Caljbgated by:

VARNISHA D

Medium used : Grade 3 Distilled Water.
Error Limit: £ 0.20 pl
UUC is defined Unit Under Calibration

Calibration Engineer - Lab

**++XEND OF REPORT*****

Conclusion: Obtained values are within the Tolerance Limit as per ISO 8655.Hence the pipette is found to be working fine.
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mISpA-iz AGADDE

i 15 Tests, 30 Tests
12009020, 12009002
ateyi.,
Intended Use g':;PtEll‘ldls provided
Tlnis reagent is intended for in vitro quantitative determination of C-reactive protein vy &R2 Reagents
in human serum or plasma. Card, Cuvettes & Pipette i
.Nephclometry methodology Test Pl‘OCe(lllre s
-Linear upto 320 mg/L The
test proced )

-Ready t " Cdure and the calibrati ; o

Y to use reagents with the Kit. Insert the smart car(};;g‘}o(]lata Is provided in the smayt card along

-No sample dilution needed.

low the instructions.
-No calibration required

Step 1:

. nsert " : .
~Lower Detection Limit of 0.5 mg/L. lstep 2Cilrd to card reader slot & display wil| prompt to add Rl+Sample
Clinical Significance pipette 150 yLR1 & 5

: . nLsample to cuvette & p) ;
CRP (C - reactive Protein) is a cytokine induced acute phase protein thatincreases  step-3: ‘ e thecuvetteinto cuve

in concentration as a result of inflammation. CRP levels in the body hasbeenused  After incubation display will prompt to add R2
as a marker or indicator of infections and inflammation. The assay of CRPismore  Step 4:

sensitive than the erythrocyte sedimentation rate (ESR) and leukocyte count. The
CRP levels return to reference ranges more rapidly after the disease has subsided.

tte holder

Pipette 150 uL R2 using attached sensor pipette to the cuvete

Step 5:
Principle The result will show in the display and print out
CRP samples binds to specific anti-CRP antibodies, which have been adsorbed to Calibration

latex particles and agglutinates. The agglutination is directly proportional to the

quantity of CRP in the sample. The calibration data js incorporated in the smart card and hence no cal ibration is required
Quality Contro]

Kit Components It i recommended

REE e i i
Reagent/ |Product Code|Product Code Description T 11;)514007“ y 1_fe ;o use Agappe Protein Control(Bi Level) (Product Code:
Component| 12009020 | 12009002 o Sl 0 verily the performance of the assay. Each laboratory has to establish

— —— its own internal quality control scheme and procedure for corrective action, if
CRPRI1 1x30mL | 1x53mL |Glycine buffer solution control do not recover within the acceptable range.

CRP R2 l 1x3.0mL | 1x53mL |Latex suspension coated with anti- Reference Range
f CRP antibodies.(rabbit polyclonal antibody) It is recommended that each laboratory should establish its own reference values.
The following value may be used as guide line.

Risk & Safety
Material Safety data sheets (MSDS) will be provided on request. Serum up to 6 mg/L

Reagent Preparation Results obtained for patient samples are to be correlated with clinical findings of

CRP R1, R2 Reagents are ready to use patient for interpretation and diagnosis.

Performance

Reagent Storage and Stability 1. Linearity

The sealed reagents are stable upto the expiry date stated on the label, when stored

at 2 - 8°C The reagent is linear up to 320 mg/L. If the concentration is greater than linearity,
) dilute the sample with normal saline and repeat the assay. Multiply the result with
Open Vial Stability dilution factor.
Once opened the reagents are stable for 75 days. . 2. Comparison
The validity of the smart card will be up to 75 days from the date of insertionand A comparison study has been performed between Agappe reagent and another
activation of the card in Mispa i2. internationally available reagent yielded a correlation coefficient of r*= 0.976 and
a regression equation of y = 1.0843x.
Reagent Deterioration 3. Precision
Turbidity or precipitation in any kit component indicates deterioration and the
component must be discarded. Values outside the recommended acceptable range R Intra Run Inter Run
for the Agappe Protein control may also be an indication of re:{gent insta!)i]ity Gantrol Level 1 Level 3 Level 1 Level 3
and associated results are invalid. Sample should be retested using fresh vial of n 20 20 20 20
reagent. Mean (mg/L) | 5.95 51.85 | 617 | 5131
Precaution E’ o Joas |1 0.87 1.42
Bring the reagents to room temperature (RT) before use. —C—V(%) 2.25 341 1.41 2.76
To avoid contamination, use provided cuvettes and pipette tips for dispensing the — — _
reagent & sample. Close reagent bottles immediately after use. Avoid direct fAccu\lyaCY(mg/L)
exposure of reagent to light. Do not blow into the reagent bottles. Control | Expected Value Measured Value i
This reagent is only for IVD use and follow the normal precautions required for Control Level 1 585117 | 595 |
handling all laboratory reagents. Control Level 2 273+ 5.1 } 2476 , J
Waste Management " Control Level 3 518103 s18s J
Reagents must be disposed off in accordance with local regulations. o Gooral | 78%18 78 |
Sample 4. Sensitivity
Fresh serum (Do not use lipemic or hemolysed sample) Lower detection Limit is 0.5 mg/L
Interferences Bibliography .
No interference for 1. Tillett.W.S et al:serological reactions in pneumonia with a non protein samatic
Bilirubin up to 10 mg/dL, fraction of Pneumococcus.).Exp.Med..52,561(1930). '
Haemoglobin up to 500 o/ 2. Zeigenhagen G,Drahovshy D.Klinishe Bedeutung des C-reaktiven protein.Med
mg/dL klin 1983;78:45-50.

Intrafat up to 500 mg/qL, 5

- Rifal.N.Trs idker,P.M.clinical efficacy of an A ated High sensitivit
Rheumatoid Factor  up to S00 1L N.Tracy.R.P.Ridker,P.M.clinical efficacy of an Automated Hig Yy

C-Reactive protein Assay..45-12.
SNEOLSUSDONTHE LS §

iR oWNoSTIE USE TR0t g s ron proceoune (EOT]LoT UnBER wl vsicnnens oo =] wurcrunns vt 2 vy ot | TewpenauRe L

AGAPPE piaogNnOSTICS LTD.

‘Agappe Hills’, Dist. Erp, kulz -ala, India-683 562. )
Tel, +91 484 2867 000 | Cusstomen crasort No.- 1800 425 7151 g

customerSUPDOTt@agappe.in | www.agappe.com

1SO 9001:2015
c € ENISO 13485:2016

]

REV. NO.: ADL/IFU/CRP/12/R03
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ASO

AGAPPDCE

15 Tests, 30 Tests
12009016, 12009001

£ntended Use

This reagent is intended for in vitro quantitative determination of Anti Streptolysin
= 0 (AS0).

‘Nephelometw methodology

-Ready to yse reagents

~No sample dilution required

-Linear up to 1000 IU/mL

-No calibration required

~Lower Detection Limit of 50 1U/nL

Clinical Significance

IS‘h@mcly‘(ic streptococcus bacteria especially group A, C and G, produce an
exotoxin known as Streptolysin-O. People infected with this bacterium produce
an antibody Anti Streptolysin-O (ASO). Measuring the levels of ASO is effective
for diagnosing, judging the progress of medical treatment and assessing the
'ecovery from diseases like rheumatic fever, acute glomerulonephritis and
tonsillitis.

Principle

When an antigen-antibody reaction occurs between ASO in the sample and
streptolysin-O which has been sensitized to latex particles, agglutination occurs.
The agglutination is directly proportional to the quantity of ASO in the sample.

Kit Components

Reagent/ |Product Code|Product Code Description

Component | 12009016 12009001 ;

ASORI1 1x3.8mL 1x6.8mL |Glycine buffer solution

ASO R2 1x2.3mL 1x3.8mL |ASO Latex suspension particles
i | coated with Streptolysin - O

Risk & Safety
Material Safety data sheets (MSDS) will be provided on request.

Reagent Preparation
ASO R1, R2 Reagent are ready to use

Reagent Storage and Stability
The sealed reagents are stable upto the expiry date stated on the label, when stored
at 2 - 8°C.

Open Vial Stability

Once opened the reagents are stable for 60 days. .

The validity of the smart card will be up to 60 days from the date of insertion and
activation of the card in Mispa i2.

Reagent Deterioration

Turbidity or precipitation in any kit component indicates deterioration and the
component must be discarded. Values outside the recommended acceptable range
for the Agappe Protein control may also be an indication of reagent instability
and associated results are invalid. Sample should be retested using fresh vial of
reagent.

Precaution

Bring the reagents to room temperature (RT) before use.

To avoid contamination, use provided cuvettes and pipette tips for dispensing the
reagent & sample. Close reagent bottles immediately after use. Avoid direct
exposure of reagent to light. Do not blow into the reagent bottles.

This reagent is only for IVD use and follow the normal precautions required for
handling all laboratory reagents.

Waste Management
Reagents must be disposed off in accordance with local regulations.

Sample
Fresh serum / plasma (Do not use lipemic or hemolysed sample)

Interferences
No interference for

Bilirubin up to 20 mg/dL
Haemoglobinup to 500 mg/dL
Intrafat up to 5000 mg/dL

I\ VITRO DIAGNOSTIG USE L] SEE PAGKAGE INSERT FOR PROCEDURE [OT] (o7 NuMBER

AGAPPE DIAGNOSTICS LTn,

‘Agappe Hills’, Dist. Ernakulam, Kerala, India-683 562.

customersupport@agappe.in | Www.agappe.com

Tel. +91 484 2867 000 | Customer Support No.: 1800 425 7151“‘“'1%1))

Materials pmvidcd

Y167 ts
ASO R1& R2 Reagen ‘ N
Smart Card, Cuvettes & Pipette Tips

re

Test procedu _— )

The test procedurc and the calibration data is provided in the smart card along
with the kit. Insert the smart card and follow the instructions. ’

Step 1: ; .
Insert card to card reader slot & display will prompt to add R1+Sample

Step 2:
Pipette 200 nLRI& 5 pL sample to cuvette & place the cuvette into cuvette holder
Step 3: .
After incubation display will prompt to add R2
Step 4:
Pipette 100 pL R2 using attached sensor pipette to the cuvette
Step 5: .
The result will show in the display and print out
i |
Calibration
The calibration data is incorporated in the smart card and hence no calibration is required.

Quality Control

It is recommended to use Agappe Protein Control(Bi Level) (Product Code:
11614007) to verify the performance of the assay. Each laboratory has to establish
its own internal quality control scheme and procedure for corrective action, if
control do not recover within the acceptable range.

Reference Range
It is recommended that each laboratory should establish its own reference values.
The following value may be used as guide line.

Serum up to 200 IU/mL(adults) and 100 IU/mL (children < 5 years)

Results obtained for patient samples are to be correlated with clinical findings of
patient for interpretation and diagnosis.

Performance

1. Linearity

The reagent is linear up to 1000 IU/mL. If the concentration is greater than linearity,
dilute the sample with normal saline and repeat the assay. Multiply the result with
dilution factor.

2. Comparison

A comparison study has been performed between Agappe reagent and another
internationally available reagent yielded a correlation coefficient of r*= 0.9565 and
aregression equation of y = 0.9624x.

3. Precision

| IntraRun Y ~_InterRun
 Control jl@ 1 | Level3 Levell | Level3
20 | 20 20 20
| 248.16 | 103.11 | 249.74
| 5.40 | 123 3.08
2.17 | 1.2 1.23
Accuracyuzy e 1
! CQ“& Expected Value | Measured Value
ComtrollevelT ' mgiezad 1057
_Control Level 3 284 + 57 L s ]
| Protein Control ' | ' ‘ 156.0

155 £29.4

4. Sensitivity

Lower detection Limit is 50 [U/mL
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C¢ (TYPHOCHEK |

WIDAL ANTIGEN SET / ANTIGENS FOR TUBE TESTS

INTENDED USE
TYPHOCHEK"isa Widal tube agglutination test that detects the presence the serum agglutinins (O, H) found in the serum
and paratyphoid fever.

of patients with typhoid

SUMMARY
Enteric fever occurs when pathogenic microorganisms like S. typhi, S. paratyphi A, S. paratyphi B and S. paratyphi C infect the human body.
During the course of disease, the body responds to this antigenic stimulus by producing antibodies whose titre rises slowly in early stages, to a
maxima and then slowly falls ill it is undetectable. Antibodies to Salmonella organisms may be detected in the patient serum from the second week
after onset of infection. Information regarding the titres and whether of not they are rising or falling can be obtained by performing serological tests
using TYPHOCHEK® antigen suspensions. Usually tube titres of 1:80 and above are taken as diagnostically significant, however for endemic

areas higher cut-offs may need to be established.

REAGENT
TYPHOCHEK® contains ready to use coloured, smooth antigen suspensions of the bacilli; . typhi ‘O’ S. typhi 'H, S. paratyphi ‘AO’, S. paratyphi

'BO', S. paratyphi 'AH', S. paratyphi ‘BH', S. paratyphi ‘CH'and S. paratyphi'CO". TYPHOCHEK® reagents are versatile and standardized for use in
a standard tube test procedure for the detection of S. typhiand S. paratyphi antibodies in the patient's serum.
Each batch of reagents undergoes rigorous quality control at various stages of manufacture forits specificity and performance.

REAGENT STORAGE AND STABILITY
(1). Store the reagents at 2-8°'C. DONOT FREEZE. (2).The shelflife of reagents is as per the expiry date mentioned on the reagent bottle labels. Do

not use beyond expiry date. Keep the reagents away from direct sunlight. (3).Once opened the shelf life of the reagent vial is as described on the
reagent vial label provided tis not contaminated.

PRESENTATION
@ 4x50ml 50ml | 50ml | 50ml | 50ml | 50ml | 50ml | 50ml | 50ml
3 2|ls|s|8|8|8|8|8
PN S S S S S S S S
5 S 8 3|8 8l gl 5|8
| = s8] 8|8 |8 |8 g2
| Antigens 0,H,AH,BH 0 H 20 | BO | CO | AH | BH | CH |
\ PACKAGE INSERT 1 1 1 1 1 1 1 1 | 1|

ADDITIONAL MATERIAL REQUIRED
Timer, Kahn tubes / test tubes, Pipettes (0.1ml, 1 ml), Isotonic saline, Incubator (37°C), Test tube rack.

PRINCIPLE
When the coloured, smooth suspension of attenuated TYPHOCHEK?® antigen suspensions are incubated with the patient serum, anti-Salmonella
antibodies presentin the patient's serum react with the antigen suspensions to produce agglutination.
Agglutination is a positive test result, indicating presence of Salmonelfa antibodies in the patient's serum. No agglutination is a negative test result
indicating absence of Salmonella antibodies in the patient's serum.

NOTE

(1). In vitro diagnostic reagent for laboratory and professional use only. Not for medicinal use. (2). The S. typhi 'O', S. paratyphi 'CO'reagents
contains 0.5% Phenol, S typhi 'H', S. paratyphi 'AH', S. paratyphi '‘BH'", S. paratyphi 'CH' reagents contain 0.3% Formaldehyde and S. paratyphi
'40", S. paratyphi 'BO' reagents contain 0.7% Ethanol along with 0.1% Sodium azide as preservative. Avoid contact with skin and mucosa. Do not
breathe vapour. In case of contact with eyes, rinse immediately with plenty of water and seek medical advice. Sodium azide may reactwith lead and
copper in plumbing and form highly explosive metal oxides, on disposal flush with large quantities of water. (3). The reagent can be damaged due to

microbial contamination or on exposure o extreme temperatures. |t is recommended that the performance of the reagent be verified with the

positive and negative controls. (4). Shake the reagent vials well pefore use to disperse the antigen suspension uniformly and improve test

readability. (5). tis necessary to use the calibrated dropper provided in the reagent vial to dispense a reagent drop. (6). Only a clean and dry glass

tubes must be used. Clean the glass tubes with distilled water and dry. (7). TYPHOCHEK" antigen suspensions are not from human sources hence

contamination due fo HBsAg and HIV is practically excluded. (8). Do notuse damaged or leaking reagents.

SAMPLE COLLECTION AND STORAGE .
(1).No special preparation of the patient is required prior to sample collection by approved techniques. Do not use haemolysed and turbid samples.

(2). Clean and dry glassware free from detergents must be used for.sample collection. (3). Do not heat inactivate the serum. (4).Though freshly
collected serumis preferable, store samples at 2-8'C in case of delay in testing, for upto 72 hours.

TESTPROCEDURE
1. Bring reagents toroom temperature before testing.

2 Shakeand mixantigens well before dispensing.
3. Carefullylabel testtubes for sample and reagentidentity when morethan one antigens is used during test procedure.
STANDARD TUBE TESTMETHOD .
1. Takeappropriate number of sets (as required; one sgt for eachantigen suspension) of 8 Kahn tubes /test tubes and label them 1 to 8
2. Pipetteintotube No. 1 of all sets 0.9 ml ofisotonicsaline. :
3 Toeachofthe remaining tubes (2to8 ofeach set) add 0.5 ml of isotonic saling,
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Intended Use

This reagent is intended for in vitro quantitative determination of R
factor in Serum.

-Nephelometry methodology

-Linear up to 100 1U/mL

-No sample dilution required

-Ready to use reagents

-No calibration required

-Lower Detection Limit of 10 1U/mL

heumatoid

Clinical Significance )
Rheumatoid Factor (RF) is an auto antibody against human 1gG commonly seen in
serum of patients with rheumatoid arthritis. The measurement of RF value is useful
in evaluating the diagnosis, effects of therapy and prognosis of RA, systemic lupus
erythematosus, Chronic hepatopathy etc.

Principle

When a sample containing rheumatoid factor is added to denatured human IgG
which has been sensitizied to latex particles, antigen-antibody reaction occurs
leading to agglutination. The agglutination is proportional to the quantity of RF
in the sample.

Kit Components

Reagent/ {Product Code|Product Cod Description
Component! 12009034 | 12009003

|RF R1 1x3.8mL 1x6.8mL Glycine Buffer Solution
|RFR2 1x2.3mL 1x3.8mL Latex suspension coated with

\denatured human 1gG

Risk & Safety
Material Safety data sheets (MSDS) will be provided on request.

Reagent Preparation
RF R1 & R2 Reagents are ready to use

Reagent Storage and Stability
The sealed reagents are stable upto the expiry date stated on the label, when stored
at 2- 8°C.

Open Vial Stability

Once opened the reagents are stable for 60 days. .

The validity of the smart card will be up to 60 days from the date of insertion and
activation of the card in Mispa i2.

Reagent Deterioration

Turbidity or precipitation in any kit component indicates deterioration and the
component must be discarded. Values outside the recommended acceptable range
for the Agappe Protein Control may also be an indication of reagent instability
and associated results are invalid. Sample should be retested using fresh vial of
reagent.

Precaution

Bring the reagents to room temperature (RT) before use.

To avoid contamination, use provided cuvettes and pipette tips for dispensing the
reagent & sample. Close reagent bottles immediately after use.Avoid direct
exposure of reagent to light. Do not blow into the reagent bottles.

This reagent is only for IVD use and follow the normal precautions required for
handling all laboratory reagents.

Waste Management
Reagents must be disposed off in accordance with local regulations.

Sample
Fresh serum (Do not use haemolized or lipemic sample

Interferences
No interference for

Bilirubin up to 20 mg/dL
Haemoglobinup to 10 g/dL
Lipids up to 10g/L

SMVBOLSUSEDONTHELABALS

Materi

als i
RFRi1g, Provided

R2 Reagents

Smart ¢,
t Cdrd, Cuvettes & Pipette Tips
TESt Procedure
e
with‘;,st D'rocedure and the calibration data is provided in the smart card along
Step | e kit. Insert the smart card and follow the instructions.

Inser; . ‘
Step tzfard to card reader slot & display will prompt to add R1+Sample

‘P'DEtte 200 pL R1 & 20 pL sample to cuvette & place the cuvette into cuvette
nelder.

Step 3:

After incubation d isplay will prompt to add R2

Step 4:

Pipette 100 pL R2 using attached sensor pipette to the cuvette

Step 5:

The result will show in the display and print out

Calibration

@aﬁbf ation data isincorporated in the smart card and hence no cﬂibratiow
Quality Control

It is recommended to use Agappe Protein Control (Bi Level) (Product Code:
11614007) to verify the performance of the assay. Each laboratory has to establish
its own internal quality contro] scheme and procedure for corrective action, if
control do not recover within the acceptable range.

Reference Range

It is recommended that each laboratory should establish its own reference values.
The following value may be used as guide line.

Serum up to 18 IU/mL

Results obtained for patient samples are to be correlated with clinical findings of
patient for interpretation and diagnosis.

Performance

1. Linearity

The reagent is linear up to 100 IU/mL.

1f the concentration is greater than linearity (100 IU/mL), dilute the sample with
normal saline and repeat the assay. Multiply the result with dilution factor.

2. Comparison

A comparison study has been performed between Agappe reagent and another
internationally available reagent yielded a correlation coefficient of r?= 0.9569 and
a regression equation of y = 0.9835x.

3. Precision

Intra Run Inter Run

Control Level 1 Level 3 Level 1 Level 3
n. |2 20 20 220
Mean (IU/mL) | 23.96 3904 | 2489 40.86
so 098 [216 [ 104 | 135
CV(%) | 4.10 5.42 4.19 2.07
Accuracy (IU/mL) 7 e
Control I Expected Value Measured Value
7901/1trol Levell ) ] 72?18 ’—*4787 B 234
_ControlLevel3 | 37.9%76 | 392

Protein Control [ 28.5%7 N 28 7?

4. Sensitivity

Lower detection Limit is 10 IU/mL
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As per orders of the Director - Cum - VC, SVIMS, this is to inform that the

following faculty were kept i/c to take care of NABL related activities:

1. Dr. Aruna K Prayaga MD, Professor, Department of Pathology as Laboratory
Director.

2. Dr. M.M. Suchitra MD, Professor, Department of Biochemistry as NABL
Quality Manager.

The above orders will come into force with immediate effect.

//BY E-OFFICE ORDER OF THE DIRECTOR CUM VC, SVIMS//

REGISRAR

To: All the above concerned.

Copy to : The HOD, of Pathology, SVIMS,
: The HOD, of Biochemistry, SVIMS,
: The A.D (Estt.Section)i/c, SVIMS.
: File.

TIRUMALA TIRUPATI DEVASTHANAMS

Signed by Sreedhar Babu
Date: 04-05-2021 15:57:11
Reason: Approved
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INTRODUCTION

The Hospital Infection Control (HIC) Manual for Healthcare is a reference guide containing
policies as well as procedures to prevent Health care associated infections (HAI) among
patients and staff.

It may not be possible to eradicate all hospital-related infections. However, an effective infection
Control program provides optimum protection for both the organization.

The purpose of this manual is to help all healthcare workers to achieve the best possible infection
control measures. The overall aim of this document is to provide evidence-based information on
the prevention and control of infection. To fulfill this aim a Hospital Infection Control
Committee (HICC) needs to be formed that will look after the infection control needs of the
SVIMS.

SVIMS recognizes the control of healthcare associated infections as an important issue and is
committed to fulfilling its responsibility by ensuring that proper safeguards are instituted to

identify and prevent HAI. All aspects of hospital function are included in this activity.




CONTROL OF THE MANUAL

The holder of the copy of this manual is responsible for maintaining it in good and safe condition

and in a readily identifiable and retrievable manner.

The holder of the copy of this Manual shall maintain it in current status by inserting latest

amendments as and when the amended versions are received.

Infection Control Nurse responsible for issuing the amended copies to the copyholders and the
copyholder should acknowledge the same and he/she should return the obsolete copies to the

Infection Control Nurse.

The amendment sheet, to be updated (as and when amendments received) and referred for details

of amendments issued.

The manual is reviewed once a year and is updated as relevant to the hospital policies and
procedures. Review and amendment can happen also as corrective actions to the non-

conformities raised during the self-assessment or assessment audits by NABH.

The authority over control of this manual is as follows:

Preparation Approval Issue

Infection Control Officer Chairman of HICC Accreditation Group Leader

The procedure manual with original signatures of the above on the title page is considered as
‘Master Copy’, and the photocopies of the master copy for the distribution are considered as

‘Controlled Copy’.

Distribution List of the Manual:

S.No. Designation

1 Chairman

2 Infection Control Officer

3 Accreditation Group Leader




Surveillance

Purpose:
To develop and implement a system for surveillance of infections to include:

* To identify baseline information about the frequency and type of healthcare-associated

infections
* To recognize clusters or significant deviations from endemic level.

* To develope a system for identifying, reporting, and analyzing the incidence and causes of

healthcare-associated infections
* To perform a risk assessment of the needs for the institution on at least a yearly basis

* To prepare staff and physicians to identify and report early any clusters of patients with

similar symptoms to HICC and/or local health department and to conduct appropriate tests

Evidence of periodic surveillance activities: Surveillance is done actively in the following
cases:
a. Hospital acquired infections
- Catheter Associated Urinary Tract Infection (CAUTI)
- Central Line Associated Bloodstream Infection (CLABSI)
- Surgical site infection (SSI)
- Ventilator associated pneumonia (VAP)
b. Bed sore analysis
c. Needle-stick injuries
d. Multidrug-resistant organisms:
- Methicillin Resistant Staphylococcus aureus (MRSA)
- Methicillin Resistant Coagulase negative Staphylococcus (MRCONS)
- Vancomycin Resistant Enterococci (VRE)/Vancomycin resistant Staphylococcus aureus

(VRSA)

Environmental surveillance

Procedure

Define the frequency and mode of surveillance
National and international guide lines

Any demolition / repair area in high risk area
Active and passive surveillance

Parameters to be achieved

AN el




a.Methods of Surveillance*

Fumigation and Random Culture from High Risk Areas

HICC decided that culture swab to be taken from critical areas once in a month or when an

infection is suspected. Take the swabs according to the table shown below. The request of

sample to be approved by the Infection Control Officer.

The original copy of the culture report to be filed in the infection control department and a copy

of the report to be filed in the concerned department as well.

Surveillance Culture Schedule

S.N | Department | Duration | Period Period for | Weekly Air culture
Q) for Fogging cleaning
surveillan
ce culture
1 ALL OT’s | WEEKLY | Monthly Every Every Monthly once
once Sundays, day | Sunday&
(Sunday) | before  any | SOS
major
surgeries
&any
infected cases
notified
2 All WEEKLY | Every Every month | Monthly Once in
Intensive month & | & SOS 6months
SOS
care units
(ICU)
3 Casualty Every Every 3" | Every Once in
Procedure month month Sunday
6months
room
4 Labour Every Every month
room month & | & SOS

SOS




5 Endoscopy Every Every month
month & SOS
SOS
Emergency | WEEKLY | Every Every month | Monthly Once in
month & SOS 6months
Medicine SOS
6 CSSD Every Every month
month & SOS
SOS
7 Hemodialysi | WEEKLY | Every Every month | Monthly Once in
. month & SOS
s unit and 30S 6months
Renal
transplantati
on
8 Laboratories/ Every Every month | Monthly Once in
sample month & SOS 6months
P SOS
collection
centres
9 Blood bank | WEEKLY | Every Every month | Monthly Once in
month & SOS 6months
SOS
10 Dental clinic Every Every month | Monthly Once in
month & SOS 6months
SOS
11 Drinking DAILY Every Disinfection | Monthly Water Culture
ter month with chlorine monthl
wate SOS solution- omy
Weekly &

SOS




URINARY TRACT SURVEILLANCE

Surveillance for CAUTI is done from the day of catheterization till one day after catheter
removal.

Date of event (DOE): Earliest date when symptom or culture used to meet UTI criteria becomes
positive.

Infection Window Period: 7 days period ranging from the date of first positive diagnostic test, 3
days before and three days after.

Indwelling catheter (or Foley catheters): A drainage tube that is inserted into the urinary
bladder through the urethra, is left in place, and is connected to a drainage bag (including leg
bags).

o If catheters are used for intermittent or continuous irrigation- included for UTI
surveillance.

e Condom or straight in-and-out catheters, Nephrostomy tubes, ileoconduits, or Suprapubic
catheters are not included for UTI surveillance.

If catheter is removed and reinserted:

— If catheter is reinserted on day of catheter removal or the next day- Urinary catheter day
count will continue

— If catheter is reinserted there after- Urinary catheter day count will be started as new
catheter day.

Location of attribution: The inpatient location where the patient was assigned on DOE of UTI.
Transfer Rule: If a patient is transferred from location A to B, then:

e If DOE is on the day of transfer or the next day- Event attributes to location A
e IfDOE is thereafter — Event attributes to location B.

Multiple Transfers rule: Attribute the UTI to the first location in which the patient was
housed the day before the UTT’s DOE.




| UTI INFECTION CRITERIA FOR SURVEILLANCE

SYMPTOMATIC UTI (SUTI):

SUTI 1a- Catheter —associated SUTI (CA-SUTI)
Must meet with all the three criteria which occurred during IWP only.

1. Catheter criteria- catheter in place for > 2 calendar days (day of device placement= Day
1). If removed-then DOE must be on the day of removal or on next day AND

2. Symptom criteria- At least one of the following :
Fever (>38° C), Suprapubic pain or tenderness*, costovertebral angle pain or tenderness*,
urgency, frequency, dysuria. AND

(* without any other cause, considered only when catheter is not in place).

e Suprapubic tenderness (sign) or pain (symptom)- such as Suprapubic or lower
abdominal pain or bladder/pelvis discomfort (not generalized abdominal pain)

e Costovertebral angle pain/ tenderness — Left or right lower back pain not
generalized low back pain)

3. Urine culture Criteria- 1 or 2 organisms isolated with atleast one organism of > 10°
CFU/ml.
(>2 organisms — taken as contaminants)

(<10° CFU/ml: not considered for surveillance if clinically significant).
SUTI 1b (Non- CA-SUTI)- Same as Ia except the catheter criteria is not met.
SUTI 2- CAUTI or Non-CAUTI in <1 year of age

1. Catheter criteria- If met- called as CA-SUTI, if not met-called as CA-SUTI

2. Symptom criteria- Atleast one of the following: Fever (>38° C), hypothermia (<36° C),
apnea*, bradycardia*, lethargy*, vomiting®, Suprapubic tenderness* (* without any other
cause)

3. Urine culture criteria- Same as la
The following are excluded organisms for UTI surveillance- Candida species or yeast,
mold, dimorphic fungi or parasites.

ASYMPTOMATIC BACTEREMIC URINARY TRACT INFECTION (ABUTI)

All elements must occur during infection window period (IWP)

1. Catheter criteria- If met- called as CA-SUTI, if not met-called as CA-SUTI

10




2. Symptom criteria- No signs or symptoms of SUTI (except For patient >65 years of age
without catheter may have a fever and still meet the ABUTI criterion)

3. Urine culture criteria- Same as la

4. Blood culture criteria- One matching organism of urine should be isolated from blood.

Note:
Urine culture positive means- 1 or 2 organisms isolated atleast one organism of > 10° CFU/ml.
Symptoms means-

e All age- At least one of the following: Fever (>38° C), Suprapubic pain or
tenderness*, costovertebral angle pain or tenderness*, urgency, frequency,
dysuria.

e < lyear age- Atleast one of the following: Fever (>38° C), hypothermia (<36° C),
apnea, bradycardia, lethargy, vomiting, suprapubic tenderness.

Catheter associated means- Catheter in place for > 2 calendar days; if removed then DOE must
be on the day of removal or on next day

Blood culture positive means- Blood culture must have at least one matching organism to that
of urine culture.

Reporting of CAUTI for allocation in a specific period should be done as the following:

CAUTI rate= No. Of CAUTI/ No. Catheter days x1000
(Both CA-SUTI and CA-ABUTT are taken as CAUTI)

DUR ( Device utilization ratio)= No. Catheter days/ No. Of patient days

BLOOD STREAM INFECTION EVENT SURVEILLANCE ‘

Surveillance for CLABSI is done from the day of central line till one day after the catheter
removal.

Date of event (DOE): Earliest date when the first element (i.e. symptom/ culture) used to meet
laboratory-confirmed bloodstream infection (LCBI) criteria becomes positive.

Infection Window Period: 7 days period ranging from the date of first positive diagnostic test
(blood culture, sample collection date), 3 days before and three days after.

CENTRAL LINE:

An intravascular catheter that terminates at or close to the heart or in one of the great vessels
which is used for infusion, withdrawal of blood, or hemodynamic monitoring.

11




The following are considered great vessels for the purpose of NHSN surveillance:

e Aorta

e Pulmonary artery

e Superior venacava

e Inferior venacava

e Brachiocephalic vein

e Internal jugular vein

Subclavian veins

External iliac veins

Common iliac veins

Femoral veins

In neonates, the umbilical artery/ vein
(Umbilical catheter)

e Neither the insertion site nor the type of device may be used to determine if a line
qualifies as a central line. Peripherally inserted central lines (PICC lines) are also

considered as CL surveillance.

e Central line if migrated- Still considered as CL for surveillance.

The following devices are NOT considered central lines*

e Arterial catheters, Arteriovenous fistula, Arteriovenous graft

e Extracorporeal membrane oxygenation (ECMO), Hemodialysis reliable outflow (HERO)

e Peripheral IV or Midlines
e Pacemaker wires and other non-lumened devices ( as fluids not infused)

e Non-accessed central lines (not accessed nor inserted during the hospitalization)

Types of central lines:

Temporary CL : ( non — tunneled, non — implanted)
Permanent CL : Tunneled catheters, implanted catheters — used for outdoor
patients ( e.g. patients on chemotherapy)

LCBI INFECTION CRITERIA FOR SURVEILLANCE

Laboratory — Confirmed Blood stream Infection Criteria

LCBI — Must meet one of the following criteria:

LCBI 1 For pathogens, | Patient of any age has a NHSN pathogenisolated in one
Any age blood culture and organism(s) identified in blood is not
related to an infectionat other site
LCBI 2 For commensal | Patient of > 1 year age, has a NHSN commensal
> 1 year isolated in two blood culture AND
Any one symptom : fever (> 100.4°F ) ,chills, or
hypotension
LCBI -3 For commensal | Same as LCBI 2 — except for the symptom criteria.

<1 year

Any one symptom — fever (>100.4° F), hypothermia

12




| | (<96.8°F), bradycardia, apnea

CLASBSI: Any type of LCBI is considered as CLABSI if CL criteria is fulfilled

Central line
criteria

Central line in place for > 2 calendar days (day of device placement = Day
1). If removed — then DOE must be on the day of removal or on next day.

Mucosal Barrier Injury Laboratory —Confirmed Bloodstream Infection (MBI-LCBI)

MBI-LCBI (subsets of LCBIs): Must meet one of the following criteria

MBI-LCBI 1

Patient of any age meets CLBI criterion-1 with one blood culture positive
for ONLY intestinal organisms form the MBI-LCBI organisms list (refer
page 4-25),And patient meets at least one of the following :

1.Allogeneic hematopoietic stem cell transplant recipient

2.Netropenic patient

MBI-LCBI 2

MBI-LCBI 1 except with one blood specimen yielding viridians

streptococci

MBI-LCBI 3

MBI-LCBI 2 except patient of < lyear of age

Note: ANC /WBC levels should not be used to set the IWP or to identify the date of event.
Date of the LCBI would be the date of the MBI-LCBI even.

Notes:

e Admitted to hospital with implanted central line in place: if the patient is admitted or
transferred in to a facility with an implanted central line (port) in place, and if the
patient’s only central line, then the day of first access (line placement, insertion of

needle into the port, infusion or withdrawal though the line) in an inpatient locations

considered as central line Day 1.

e Blood stream infections will not be reported if they occur within the Repeat Infection

Timeframe (RIT) of a previously identified BSI.
e Only primary BSIs create a BSI RIT. Secondary BSIS do not create a BSI RIT.

e CLABSIs will not be reported if Group B Streptococcus detected in blood during the

first 6 days of line.

e Common NHSN commensal organisms include, but not are not limited to —
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o Pseudomonas species and Acinetobacter species

o Coagulase negative staphylococci (including S.. epidermidis)

o Diphtheroids (Corynebacterium ssp. Not C.diphtheriae)

o Viridans group streptococci

o Bacillus species (not B.anthracis) and propionibacterium species
o Aerococcus species, Micrococcus and Rhodococcus species

Full commensals list ,refer CDC site http://www.cdc.gov/nhsn/xls/master-organism-com-

commensals-lists.xlsx

Following pathogens are Not included as LCBI pathogens: Campylobacter spp.
C.difficile, Enteropathogenic E.coli, Salmonella species, Listeria species ,Yersinia
species and dimorphic fungi.
Reporting instruction for commensals/pathogens : Staphylococcus species and
Staphylococcus epidermidis report as Staphylococcus epidermidis
Two separate blood specimen means:
o Should be collected at same day or two consecutive days from two sites or two
lumens of same CL, one peripheral /one CL.
o Only criterion is — should undergo two separate decontamination.
If pus collected from the insertion site of non-CL . Vascular access devises (refer above
*) and has matching organisms from blood culture- Report as vasculitis, not as CLABSI
Catheter tip culture —not used to determine CLABSI
Purulent phlebitis-considered as CVS-VASCULITIS ,not CLABSI
Secondary BSI : to be reported if
o Site specific infection has a matching organism with blood culture during 2 BSI-
AP

o Blood culture is used as a site specific infection criteria (refer 4-27 for detail list)

Reporting of CLABSI for a location in a specific period should be done as the

following:

CLABSI rate= No. of CLABSI/No. of central line days X 1000

DUR (Device utilization ratio)=No. of central line days/No. of patient days
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VENTILATOR-ASSOCIATED EVENT (VAE) AND VENTILATOR- ASSOCIATED
PNEUMONIA (VAP) SURVEILENCE

VAP and other healthcare-associated pneumonias are important, common HAIs. Earliesr
PNEU/VAP criteria used for surveillance had suffered challenges because of lack of objective,
reliable definitions. Hence NHSN had introduced in 2013 more objective surveillance criteria,
VAE. Currently, NHSN has adopted both the surveillance criteria for ventilated patients —-VAE
and PNEU/VAP.

e VAE (ventilator-associated events) criteria should be used for surveillance in adult
locations

e PNEU/VAP criteria should be used for surveillance in pediatric locations and may also
be used for off-plan surveillance(who are not reporting to NHSN) in adult as an alternate
to VAE criteria.
o Patient with > 18 years in PICU - surveillance is done as per PNEU/VAP

o Patients with <18 years in adult ICU — are excluded from surveillance
VENTILATOR - ASSOCIATED EVENT (VAE) (For use in adult locations only)

The VAE definition algorithm is meant to use only for surveillance; it is not a clinical definition

algorithm and is not intended for use in the clinical management of patients.

The earliest date of event for VAE (the date of onset of worsening oxygenation ) is day 3 of

mechanical ventilation
Definition of VAE:

There are three events described under VAEs such as VAC, IVAC, and PVAP. All the three
events are identified by using a combination of objective criteria such as 1) deterioration in
respiratory status after a period of stability or improvement on the ventilator, ii) evidence of

infection or inflammation, and iii) laboratory evidence of respiratory infection.

Ventilator- Associated Events(VAE ) Surveillance Algorithm

MV criteria Patient has mechanical ventilator (MV) in place for 2 days or
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more or if removed: MV was in place on the day of sample

collection or the day before

Baseline period

Patient should have a baseline period of stability which is defined

as > 2 days of stable or decreasing daily minimum FiO2 or PEEP

Ventilator-  Associated | After a baseline period, the patient should have at least one of the
Condition (VAC) following criteria of worsening of oxygenation-
"tDaily minimum FiO2* of > 0.20 sustained for > 2 days or
"1 Daily minimum PEEP** values of > 3 cm H2O sustained for>
days
Infection —  related | During the infection window period *** of VAC, patient should
Ventilator-  Associated | have both : 1) Temperature >100.411 or < 96.8[1 ,OR WBC
complication (IVAC) count > 12,000 or < 4,000 cells/mm’ and
2) A new antimicrobial agents (S)"is started, and continued for >
4 days (QAD)"
Possible Ventilator- | During the infection window period *** of IVAC and ONE of the

Associated  Pneumonia

(PVAP)

following :

Criterion 1 Positive quantitative/semi quantitative culture

(ET aspirate > 10° CFU/ml; BAL > 104CFU/m1;
Lung tissue > 10*°CFU/g; protected specimen

brushing > 10> CFU/ml

Criterion 2 Gram stain  shows purulent respiratory

secretions@ plus positive culture of any growth

(in sputum or specimens of Criterion 1

Criterion 3 One of the following positive tests :
e Organism identified from pleural fluid
e Lung histopathology

e Diagnostic test for Legionella species
@@

e Diagnostic test for respiratory viruses
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Note:

*Fraction of inspired oxygen: Fraction of oxygen in inspired gas (FiO, of ambient air is 0.21;
the oxygen concentration of ambient air is 21%).

e In patients on MV, the FiO; is one of the key parameters that can be adjusted depending
on the patient’s oxygenation needs from 0.3 to 1.0 (30%-100%).

e It’s normally maintained at <0.3(30%). An increase of Fi0,>0.2 (20%) is considered
abnormal.

** Positive End —Expiratory Pressure: A technique used to maintain airway pressure
greater than atmospheric pressure at the end of exhalation by the introduction of a
mechanical impendence to exhalation. PEEP values ranges from 0 to 15 cm H,O and a value
of 0-5 cm H,O is considered baseline. An increase of > 3cm H,O (i.e. 8 or more) is
considered abnormal.

Daily minimum PEEP/FiO,: The lowest value during a calendar day that is set on the
ventilator and maintained for at least 1 hour.

e PEEP/FiO,, if recorded less frequently than once per hour, then the lowest value set
on the ventilator during the calendar day should be taken as daily minimum.

e PEEP/FiO,, if recorded more frequently than once per hour (i.e. keeps changing),
then the lowest value recorded for that day is taken as daily minimum

e Date of event: Date of on