HUMAN ANALYSIS CENTRE & CO.

(Department of Laboratory Services)
Root cause analysis of outlier parameter for EQAS performance

EQAS Cycle /117347

Format No: HAC/FM/87

Sample No:Round-7 BIOCHEMISTRY DEPARTMENT

Points to be analysis

Check point by lab(PleaseY)

Remarks

Yes/F
ollow

NO/NOT Follow (If
NO/NOT Follow
Remarks Is required)

N/A

A)POINTS TO BE CHECKED BEFORE EQAS SAMPLE RUN

 PRE-ANALYTICAL

Trytoperform thetestsascarlyaspossiblefromthedateofreceipt
ofEQAsamples.

The lyophilized/stabilized samples should
bcslm'edinarefrigcfutnr(Z-%"C}tmti'ltcsling.
Dmmfmzeﬂ\clyophilizedsamplcs

Followed

All EQAS samples must be treated in the same
Manner as a routine patient specimen

Followed

Most programs provide lyophilized/stabilized samples.
Follow instructions carefully about there constitution and
preparationof sample. If exact volume of water is not used
for reconstitution, theresultingsamplemaybemorediluteor
concentrated. Use of a calibrated
volumetricpipetteisrecommended.

Followed

Mixgentlytoavoid frothing .After
reconstitution,thesampleshouldbekeptatroomtemperature fort
hePrescribedpeniodoftime.

Followed

The testing should be performed within therecommended
period of time after reconstitution.If samples have been
reconstituted and left forlong periods of time at room ‘
temperature,refrigeratedorfrozenandthawed theresultswill
becomeunreliable.

Followed

ANALYTICAL

The procedure for testing must be identical tothatforall
ient samples.No '

:hdill?:i‘rl;:lpracfulionsshouldbcpcrfomcdpﬁq_:qo testing EQA
materials except at thepreparatory stage. This is because the
test isbeing done to determine th_e quality of
routineproceduresbeingfollowedinthelaboratory
( being followed for any random patient sample).For as
instance if the laboratory repeats the teston the EQA sample

ereas routine patients aretested ’ .
::;yonccr:m::hq;’au?poseofpanicipatiomnEQASusdefea:ed.

Followed
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HUMAN ANALYSIS CENTRE & CO.

(Department of Laboratory Services)

Root cause analysis of

EQAS Cycle / 17347
Sample No: Round - 7

Department Of Blochemlstry

outlier parameter for EQAS performance

Format No: HAC/FM/87

Points to be analysis

Check point by lab (Please V)

Yes/
Follow

NO/NOT Follow (If
NO/NOT Follow
Remarks is required)

N/A

Remarks

The laboratory using any form of automation
should not perform non-routine
quality/maintenance procedures on the analyzer
prior to testing the FQA material,

Followed

For laboratory that performs manual testing, it is
preferable that the same analyst who carries out
the routine testing also performs the proficiency
test. If this is not done, then the laboratory will
fail to get a true reflection of its practices related
to patient specimens.

IFollowed

POST ANALYTICAL

The reporting of EQA result should be in the
same manner as used for reporting patient results,
Some of the routine laboratory methods of
reporting such a reviewing patient's prior results
may not apply in these situations.

Followed

Precautions must be taken to ensure that there are
transcription errors.

Followed

Reconstituted EQA samples should not be stored
for future testing as they tend to deteriorate and
will act provide accurate results.

Followed

Lyophilized samples if available may be stored
in a refrigerator for up to one year. Prior to use
check for the presence of liquid in the vial or
discoloration of the pellet. These are Indicators
of deterioration. Do not freeze lyophilized
specimens.

Followed

B) A SIMPLE APPROACI

I WOULD BE TO CLASSIFY THE PROBLEM

Clerical error

Transcription error (may be pre or post-analytical
factors).

Followed

Situations where wrong method has been
registered for analysis or method change not
updated.

Followed

Methodological problem

Instrument function checks (¢.g., blank readings,
pressures) not performed as necessary, or results
not within acceptable range.

Checked ok

Scheduled instrument maintenance not
performed appropriately.

Checked ok

Incorrect instrument calibration,

OK

Standards or reagents improperly reconstituted
and stored or inadvertently used beyond
expiration date.

OK

Instrument probes misaligned.

0K

Problem with instrument data processing
functions. The laboratory may need to contact the
manufacturer.

oK
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HUMAN ANALYSIS CENTRE & CO.
(Department of Laboratory Services)
Root cause analysis of outlier parameter for EQAS performance
EQAS Cycle/ 17347 Department Of Biochemistry Format No: HAC/FM/87
Sample No: Round - 7
Points to be analysis Check point by lab (Please ¥ Remarks
Yes/ NO/NOT Follow (If N/A
Follow NO/NOT Follow
Remarks is required)

To evaluate such problems. ollowed
Problem in manufacture of reagents/standards, or  Followed
with instrument settings specified by
manufacturer,
Carry-over from previous specimen. Followed
Automatic pipette not calibrated to acceptable FFollowed
precision and accuracy.
Imprecision from result being close to detection  [Followed
limit of method.
Instrument problem not detected by quality Followed
control:

*  QC material not runs within expiration

date, or method improperly stored.
¢ QC material not runs at relevant
analyte concentration.
Result not within reportable range (lincarity) for  [Followed
Instrument/reagent system.
Obstruction of instrument tubing/orifice by clot  [Followed
or protein.
Technical problem
EQA matenal improperly reconstituted. CHECKED
Testing delayed after reconstitution of EQA CHECKED
material (with problem from evaporation or
deterioration).
Sample not placed in proper order on instrument. [CHECKED
Result released despite unacceptable QC data. CHECKED
QC data within acceptable limits but showed ICHECKED
trend suggestive of problem with the assay.
Inappropniate quality control limits/rules. If the J[CHECKED
acceptable QC range is too wide, the probability
increases that a result will fall within the
acceptable QC range yet exceed acceptable limits
for EQA.
Manual pipetting/diluting performed CHECKED
inaccurately, at an incorrect temperature or with
incorrect diluents.
Calculation error or result reported using too few [CHECKED
significant digits.
Secondary specimen tubes incorrectly labeled. CHECKED
In addition to above discipline specific errors CHECKED
may also occur.
Issue No. 01 Issue Date: Prepared & Issued Copy No. Page 3 of 4
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HUMAN ANALYSIS CENTRE & CO,

(Department of Lahoratory Services)

Root cause analysis of outlier parameter for LQAS performance

EQAS Cycle /17047
Sample No: Round =7 Of 2024

Depariment of Blochemistry

PPoints te be analysed

Follow

Check point by Tab (Please

Format No: HAC/FM/MRT

Hemarks

NO/NOT Follow (If
NO/NOT Follow
Remnrks Is required)

N/A

Froblem with proficiency testing materials

Matrix effects: The performance of some
instrument/ method combinations may be
affected by the matrix of the T sample. This can
be overcome to some extent by assessing
participants in peer groups-to be done by the PT
provider.

Non-homogenous test material due to vaniability
infill volumes, inadequate mixing, or inconsistent
heating of lyophilized specimens,

Non-viable samples for microbiology P'1
program.

Haemolysis on an immune-hematology program
samples.

Problem with evaluation of results by the PT provider

Peer group nol appropriate.

Inappropriate target value: Targel values
developed from participant consensus can be
inappropriate from non-homogeneous testing
material or lingering (“masked”) outliers.
However, occasional inappropriate target values
oceur in every PT program. Inappropriate
evaluation interval: An evaluation interval may
be inappropriately narrow ¢.g., if +2 standard
deviation units are used with an extremely
precise method, the acceptable range may be
much narrower than needed for clinical
usefulness.

Incorrect data entry by PT provider.

No ex

lanation after investigation

All identifiable sources of error have been
excluded, single unacceptable result may be
attributed to random error, particularly when the
result of repeat analysis is acceptable. In such
cases, no corrective action should be taken; as
such an action may actually increase the
probability of a future unacceptable result.

follow the same CAPA routinely.

After the RCA of this EQAS result it was
found that no error occurred and it will

Conclusion and proposed action

Checked By: QM

| Date:08.08.2024

| Reviewed By

l
Corrective Action: NO CORRECTIVE ACTION REQUIRED AS THE RESULTS ARE WITHIN Z SCORE.

Done By LAB TECH.

| Date

ps 082024

Issue Date:
09.08.2024
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LAB NO: 17347

CHRISTIAN MEDICAL COLLEGE
VELLORE, TAMIL NADU - 632004, INDIA

DEPARTMENT OF CLINICAL BIOCHEMISTRY
CMC EXTERNAL QUALITY ASSURANCE SCHEME

MONTHLY SUMMARY REPORT - JULY 2024

LAB NAME: HUMAN ANALYSIS CENTRE & CO

PT Item: Lyophilized human serum based

CONSTITUENT GROUP
Chemistry Il

Date of Result Entered: 23/07/2024
" Date of Result Published: 08/08/2024

I: S. |Analyte Method / Analyser No.of | AV |« Participants Your , Z l u* ]
i No. Principle Paricipanis i cV _S_DPA Value |Score 133
1 GLUCOSE Il GOD-POD I Any Analyser 1863 15964 11.11 | 17.73 169 053 082
(Automation / Semi mg/dL
| Automation ) L I R T T . B
| 2 UREAII Urease UV / GLDH I Any Analyser 1341 | 5668 | 13.56 | 7.69 71 186 042
I (Automation / Semi mg/dL |
Automation ) | | ‘
3 |CREATININEIl |Jaffes Kinetic- Any Analyser 1394 ‘ 291 | 1265 037 | 29 ‘-0.03|o.02|
: Alkaline Picrate Il (Automation / Semi mg/dL ,
' Automation ) N TR W SR T (S s
4 T.BILIRUBIN 11 Diazonium Salt ( Any Analyser 1670 39 1838 | 072 | 39 0 o004
i Colorimetric ) / (Automation / Semi 1 | modL
{ Jendrassik Il Automation) | | . I I
i 5 |T-PROTEINII Biuret - Colorimetric Il |Any Analyser 1500 | 552 | 10.7 | 059 6.7 2 |003|
} (Automation / Semi g/dL
Automation )
| 6 |ALBUMINII BCG - Colorimetric Il |Any Analyser 1459 | 33 | 1015 034 | 35 [ 059 |002]
| (Automation / Semi ! | ! gL | !
i pammine) o o b e s )
7 |URICACID | Enzymatic / Uricase [ Any Analyser l 1671 705 {1479 | 104 66 -043 005
Colorimetric Il (Automation / Semi mg/dL
| Automation ) N N " L
8 |CHOLESTROLII |CHOD-PAPII Any Analyser 1829 | 119.63| 12.35 | 1477 | 98 |-1.46|069
(Automation / Semi mg/dL
Automation ) L
[p———— rm— ]
. 9 | TRIGLYCERIDE GPO-PAP/ Any Analyser 1634 | 11523 | 16.87 | 19.44 | szd 1-1.71]096
‘ . ) _ _ )
| I Enzymatic (Automation / Semi 1 mg
f Colorimetric / End Automation ) 1 i
| Point Il R | || || S y
Page: 1712
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LAB NO: 17347
LAB NAME: HUMAN ANALYSIS CENTRE & CO

CHRISTIAN MEDICAL COLLEGE

VELLORE, TAMIL NADU - 632004. INDIA

DEPARTMENT OF CLINICAL BIOCHEMISTRY
CMC EXTERNAL QUALITY ASSURANCE SCHEME

MONTHLY SUMMARY REPORT - JUNE 2024

PT Item: Lyophilized human serum based

CONSTITUENT GROUP
Chemistry II

Date of Result Entered: 20/06/2024
Date of Result Published: 27/06/2024

S. |Analyte Method / Analyser No.of | AV | Partidpants | vour [ z | u*
| No. Principle ok o] CV | SDPA | Value |Score
| 1 GLUCOSE Il GOD-POD 1| Any Analyser 1689 |256.68| 9.56 | 2472 | 297 | 155 | 12 I
ll (Automation / Semi mg/dL |
| Automation) | |
2 |urean Urease UV/GLDHII | Any Analyser 1215 102.06| 1293 | 132 | 98 031 078,
| (Automation / Semi mg/dL | |
Automation ) | i
3 CREATININE II Jaffes Kinetic- Any Analyser 1302 | 4.08 | 1264 | 052 44 0.62 | 0.03 |
Alkaline Picrate || (Automation / Semi mg/dL
Automation )
4 |TBILURUBINI |Diazonium Salt( Any Analyser 1397 © 23 1845 042 ' 25 048 002
Colorimetric ) / (Automation / Semi mg dL
Jendrassik || | Automation )
5 |T-PROTEINI |Biuret- Colorimetric Il | Any Analyser 1439 527 | 1052 | 055 | 59 | 115 003
(Automation / Semi | gldL
Automation ) I l l i
6 ALBUMIN Il BCG - Colorimetric Il Any Analyser 1379 | 3.19 9.79 0.31 33 0.35 | 0.02
(Automation / Semi g/dL .
Automation ) - 7 ‘
7 |URICACIDII Enzymatic/ Uricase | Any Analyser 1563 622 | 148 | 092 61 013 005
Colorimetric | (Automation / Semi ' mg/dL
| Automation ) | {
8 [CHOLESTROLII |CHOD-PAPII Any Analyser ~ | 1666 108.42| 1101 | 11.94 | 102 054 059
(Automation / Semi mgidl | |
Automation ) ‘
| 8 TRIGLYCERIDE GPO~PAF’I Any Analyser 1430 |173.75| 11.61 | 2018 | 153 | -1 0311.07
I Enzymatic (Automation / Semi mg/dL ' '
Colorimetric / End Automation ) ! !
o ipoma | |
Page: 1/2
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CHRISTIAN MEDICAL COLLEGE

VELLORE, TAMIL NADU - 632004. INDIA

DEPARTMENT OF CLINICAL BIOCHEMISTRY
CMC EXTERNAL QUALITY ASSURANCE SCHEME

MONTHLY SUMMARY REPORT - MAY 2024

LAB NO: 17347
LAB NAME: HUMAN ANALYSIS CENTRE & CO

PTItem: Lyophilized human serum based

CONSTITUENT GROUP
Chemistry II

Date of Result Entered. 21/05/2024
Date of Result Published: 30/05/2024

¥ g = I iy i e - T Ul vl
| S Analyte | Method / Analyser No.of AV | Participants | Your Zz | u*
LS5 | Principle A o e reeans | - ([ OV | S0PA [ vaue | Score
1 | GLUCOSENl GOD-POD Il Any Analyser 1744 127.17| 922 | 1172 131 033 055
(Automation / Semi di
Automation ) — { e |
2 |urean Urease UV/GLDH Il |Any Analyser 1258 | 747 | 1384 | 1034 | 62 |-1.23|058
(Automation / Semi Mg/
L Automation ) i
3 |CREATININEN  |Jaffes Kinetic- Any Analyser 1323 | 18 | 1334 | 024 | 17 '-042/001
{ Alkaline Picrate Il (Automation / Semi mo/dL
Automation ) S . M N EENCTTUN
4 | T.BILIRUBIN I Diazonium Salt ( Any Analyser 1455 = 344 | 1569 | 054 19 285 003
Colorimetric ) / (Automation / Semi ' mg/dL
Jendrassik Il Automation ) { | | | I
5 T-PROTEIN Il Biuret - Colorimetric Il |Any Analyser 1414 | 527 | 1005 | 053 5.7 0.81 {0.03
(Automation / Semi g/dL
Automation ) R
6 |ALBUMIN I BCG - Colorimetric Il | Any Analyser 136 322 951 | 031 34 088 003
(Automation / Semi i | g/dL
| i |Automation) | . I S
7 |URICACIDII Enzymatic / Uricase | Any Analyser 1562 476 1982 | 094 37 -113 005
- Colorimetric Il (Automation / Semi mg/dL | .
| Automation ) l ‘ l | l
. 8 |CHOLESTROLIl |CHOD-PAPII Any Analyser 1689 l 112.28| 1099 | 12.34 | 88 |[-197 l 0.6
: (Automation / Semi | mg/dL .
; Automation ) - ‘ 3
9 |TRIGLYCERIDE  |GPO-PAP/ Any Analyser 1501 8535 | 18 | 1747 | 65 |77 089
. Enzymatic (Automation / Semi 3 | mgdL ' '
Co_lorimetric! End Automation )
Point Il PO (N N | = R A
Page’ 172
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CHRISTIAN MEDICAL COLLEGE
VELLORE, TAMIL NADU - 632004, INDIA

DEPARTMENT OF CLINICAL BIOCHEMISTRY
CMC EXTERNAL QUALITY ASSURANCE SCHEME

L Tl e b COLLREL
WL O

PC-1024

ONTHLY SUMMA EPORT - APRIL 202

LAB NO: 17347 CONSTITUENT GROUP
LAB NAME: HUMAN ANALYSIS CENTRE & CO Chemistry II
Date of Result Entered: 20/04/2024
PT Item: Lyophilized human serum based Date of Result Published: 08/05/2024
— - ——— e T e ————
s, [Analyte Method / Analyser No.of | Av [ Participants | vour | w |
: No. Principle R ] _CV_ | SDPA | Value S_cpre I
b1 GLUCOQSEII GOD-POD Il Any Analyser 1687 | 204.86| 9.48 | 19.41 | 172 | 169 | 0. 95
(Automation / Semi ,- | modL
Automation ) N S B I i
2 |urean Urease UV/GLDHII | Any Analyser 1184 | 3672 | 1185 | 435 = 83 1064 025
(Automation / Semi mg/dL | |
Automation ) i - |
3 |CREATININEIl  |Jaffes Kinetic- Any Analyser 1310 | 359 | 1277 | 046 | 32 |.-08s 1 003
5 Alkaline Picrate || (Automation / Semi mg/dL | |
5 Automation ) =t ]
| 4 T.BILIRUBIN Il Diazonium Salt ( Any Analyser 1477 | 585 | 1457 | 0.85 506 | -EEE- 66;
| Colorimetric ) / (Automation / Semi mg/dL | : _
w Jendrassik Il Automation ) | ' |
5 |T-PROTEINII Biuret - Colorimetric Il | Any Analyser 1415 | 538 | 1036 | 056 | 64 | 182 003!
| (Automation / Semi ‘ | oL | T
Automation ) l
- 6 |ALBUMINII BCG - Colorimetric Il Any Analyser 1388 | 3.23 | 987 | 032 3 |an 0.02
i (Automation / Semi [ gaL T |
L Automation ) . |
7 URIC ACID Il Enzymatic / Uricase Any Analyser 1522 L B.77 1?61 F——‘T 5-4- -1 3_'7 6 6 :
: Colorimetric I (Automation / Semi | mg/dL | . ‘
- Automation ) - i . a !
8 |CHOLESTROLII |CHOD-PAPII Any Analyser 1705 | 11226 | 12.27 | 1378 | a8 |
E (Automation / Semi [ mg/dL
e Automation ) } ‘
9 |TRIGLYCER A - ! Gy — .
| ! IDE  |GPO Pﬁ;!-“l Any Analyser 1472 1314.39| 1386 | 4357 | 246 157 227
: Enzymatic (Automation / Semi ! mg/dL ! '
f Colorimetric / End Automation ) ’
L Point Il 1 i |

Page: 1/2
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LAB NO: 17347

CHRISTIAN MEDICAL COLLEGE

VELLORE, TAMIL NADU - 832004, INDIA

DEPARTMENT OF CLINICAL BIOCHEMISTRY
CMC EXTERNAL QUALITY ASSURANCE SCHEME

MONTHLY SUMMARY REPORT - MARCH 2024

LAB NAME: HUMAN ANALYSIS CENTRE & CO

PC-1024

CONSTITUENT GROUP
Chemistry I1

Date of Result Entered 21/03/2024

1 S. |Analyte Methl;dl i3 Anal;;;q I T '-_No. of ' AV ___‘Pg_rtidpa_nts- | Your Z |«
No. | Principle el 500 01 CV_ | SDPA | Value  Score
1 |GLUCOSEIl GOD-POD I Any Analyser 1640 ’385.53 10.46 | 4034 T 328 |-1.43 % 199
| | (Automation / Semi il
. N R ... [ MRS SUEneg (. -
| 2 UREAII Urease UV /GLDH Il Any Analyser 1166 6417 1202 | 7.71 52 -158 045
(Automation / Semi .
- Auwomation) | L . L . o
3 CREATININE Il Jaffes Kinetic- Any Analyser 1233 | 666 | 11.71 | 078 : 59 ‘ -097 004
Alkaline Picrate Il (Automation / Semi I P ’ i
. Automation ) l I _J
4 |T.BILIRUBINII Diazonium Salt ( Any Analyser 1435 | 26 | 163 | 042 | 181 |-188 002
} Colorimetric ) / (Automation / Semi mg/dL
| Jendrassikll ~ |Automation) o BET A . R e
5 T-PROTEIN Il Biuret - Colorimetric Il |Any Analyser 1251 433 | 1237 | 054 32 209 o003
(Automation / Semi g/cL
Automation ) B ST — S
6 |ALBUMING BCG - Colorimetricll | Any Analyser 1285 | 265 [ 1167 | 031 | 25 | 048|002
(Automation / Semi g/dL
Automation )
7 |URICACID I Enzymatic / Uricase Any Analyser 1238 ' 43 | 1499 | 064 ] 28 | 234 {004
Colorimetric Il (Automation / Semi mg/dL '
Automation ) e .
- 8 |CHOLESTROLII [CHOD-PAP I Any Analyser 1453 903 | 1184 | 1069 87 031 gss
. (Automation / Semi mgidL
| Automation ) | i
9 |TRIGLYCERIDE [GPO-PAP/ Any Analyser 1296 | 81.75 [ 17.62 | 14.41 | 63 | 13 | o8 |
Il Enzymatic (Automation / Semi mg/dL '
Colorimetric / End Automation ) ‘
'__L__ Point Il ]
Page 1/2
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LAB NO: 17347
LAB NAME: HUMAN ANALYSIS CENTRE & CO

CHRISTIAN MEDICAL COLLEGE

VELLORE, TAMIL NADU - 632004, INDIA

DEPARTMENT OF CLINICAL BIOCHEMISTRY
CMC EXTERNAL QUALITY ASSURANCE SCHEME

MONTHLY SUMMARY REPORT - FEBRUARY 2024

CONSTITUENT GROUP
Chemistry Il

Date of Result Entered. 22/02/2024

PT Item: Lyophilized human serum based Date of Result Published: 05/03/2024
‘; S. |Analyte Method / Analyser i fin —“lic;.‘d; 'AV- 1 _P;fﬁcgpé!_'nts- A Your ra
| No. | Principle | iy e oV |30PA | vawe |Scors]
1 |GLUCOSE Il GOD-POD I Any Analyser 1627 9657 | 921 | 89 8 -119 044
(Automation / Semi mg/dL
| Automation ) | R N . !
2 |UREAI Urease UV/GLDH Il  |Any Analyser 1168 | 2664 | 1595 | 425 | 39 | 291|025
; (Automation / Semi mg/dL '; "
i. Automation ) | N S N
| 3 |CREATININEN  |Jaffes Kinetic- Any Analyser 1273 | 226 | 1299 | 029 | 18 -159 002
! Alkaline Picrate Il (Automation / Semi E 1 mo/dL. | :
| Automation ) o | R P S e e ;
4 |TBILIRUBINII Diazonium Salt ( Any Analyser 130 176 | 1601 | 028 104 -257 002
Colorimetric ) / (Automation / Semi ! | moa |
_ Jendrassik |l Automation ) [ i L | !
5 |T-PROTEINII Biuret - Colorimetric Il | Any Analyser 1322 | 599 | 96 | 057 | 48 |-209|003
! (Automation / Semi ! g/dL '
‘ Automation ) ' |
& |ALBUMIN II BCG - Colorimetric Il | Any Analyser 1204 | 361 [ 921 [ 0.33 1 34 |-064 002
(Automation / Semi ;- P ogl | ' !
| B Automation ) N
7 |URICACID N Enzymatic/ Uricase | Any Analyser 1499 537 | 177 | 095 @ 36 | 186 005
Colorimetric Il (Automation / Semi [ mg/dL | 1 ]
[ Automation ) | | | !
| 8 |CHOLESTROLII |CHOD-PAP Il Any Analyser 1685 [12503| 11.88 | 1496 | 89  -247/073
; (Automation / Semi | | mgdL ’
Automation ) ‘, ' | 4
l | S
9 |TRIGLYCERIDE |GPO-PAP/ Any Analyser 1488 |159,25 1319 | 21.01 | 10 | -2341109)
1l Enzymatic (Automation / Semi . ' mo/dL | ' .
Colorimetric / End Automation ) | 5 ' : .
I Point Il \ | |
| o]
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