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b PROFICIENCY TESTING REPORT £ w/{@"
ISHTM-AITMS EXTERNAL QUALITY ASSURANCE PROGRAMME L
NABL accredited program as per 1SOMEC 17043:2010 standard L g
Organized By Department of Hematology, AITMS, New Delhi-11002% h:-: ) b
= an
Duration of stability testing - minimum upto 8 days at ambient temp. after dispatch of specimens
EQAP CODE No. : 3109 Distribution No.: 156-H  Month/Year: December/2022
Instrument 1D: SHO0307
Name & Contact No, of PT Co-ordinator: Dr. Seema Tyagi ;
15 + LT gi [Prof,), Hematology, ALIMS, Delh
Tel: 9013085730 , E-Mail : accuracy2000@gmail.com i ¥ i
Date of issue & status of the report: [1-02-2023[Final].
CBC and Retic Assessment
l ﬁmcmglah {Accuracy Testing) Within Lab (Precision Testing)
Your |Consensus Yours |Consensus
Test S No Your | Your Results result  |Uncertain : Results Result |Uncertainty :
Paramelers | Result{Result|Sum of sum of 2 |of Assigned g o Diff. of IHifagf < fn[.ﬁssigneﬂ Score
& T [ liman i nse i vases £ pl[Ealies | Vatuss
wBC x1o7pl| ! 713 | 708 | 1411 13.15 gosze | 119 005 0.1 polon | -0-52
bk
REC ,-.mlim\ 1 | 4m3 | 47 | 999 9.32 0.0130 130 | 008 0.05 0,0040 Q.67
Hb g/dl l 1 | 1367 | 1351 | 2748 772 qoaz0 | -0.03 | 16 ot goizo | 040
‘ HCT% 1 | 455 | 447 902 B3.6 0.2470 143 | OB 04 0,0350 0,90
oz | a1 | 1883 179.4 g3t | 115 | Dl 03 g0 |07
T 78 50,6 B4 0,081 d34| 0B 0.2 00250 2,01
G0.3 64.75 gigse  |-130| 08 0.3 0,0260 2.70
8 0,67 0.27
=
0.3 003 0.a0
.____..———-_-_-_-_L
cEM51S REPORT
-4 Mata: 10- 15, h'ﬂphﬂl;_g—ﬁa Bosina: 1-3,
DLC% £ 3 ' =3, aRBGI e :
: ﬂmmumw:wm
RBC ‘Mild: M Puliclocytosis
sjorphology
Lok nbecctend
Diagnosis




Miiga 3 ol 4

COMBINED DATA VALUES OF TOTAL PARTICIPANTS

s ] Stal %of Labs with Z | % of Labs with 2 | %o '
participants . L] Yool Labs with 2 | % of Laby wiih 2
Test parameters!S.No.| covered in the Total No, EFHW 02 Sl‘.ﬂl:r: _'.'I-Li Suorn =)
current dist. | "*SPORded | Avang | Within | Among | Within | Ameng | Within
‘ 158--H labs lab labs lah lahg lahy
WBCx10'/pl | 1 41 141 B3 60 A &0 T T T T
RBCx10%pl | 1 141 141 T R 700 T T R
| Hbg/dl 1 141 141 BOSE | 8046 194 T T
HCT% 1 141 140 03,57 50,20 42 | ] )
MCV-l 1 141 140 S 206 T T R
MCH-Pg 1 141 141 B | nn 4,96 430 W | a2
MCHC-g/dl | 1 141 1 Ml | 0 120 ) x| &7
Plt. x107/ul 1 141 141 BE,52 ug,01 9.22 4.0 408 | I.I!;L
ReticCount% | 2 141 1n7 0744 BTG 1.1 0 Bk T 1540
PS Assessment | 3 141 111 {Satisfoctory 196.46%, Bordoriing Sat .54%, Unsatistictary (0%
"‘Comments:

1). Among Lab (EQA) : PS Diagnosls not reported, remaining rosults aceoptable
Q 2). Within Lab (1QA) : Precision acceptable.

Note-1: EQA (External Quality Assurance) : Your Performance amang vartous of participating labs in PT; to dotermine
%En [ !.uta:ga'il q{;ﬁty Assurance) : Your Performance of comparison of two consecutive moasurement yirlues within

your lab to test the precision of your autoanalyzer,
Mote-2: 7 soore among E within lab were calculated, s per o 1SONEG 13520:2015 standard. £ Scoro amotig labs
(EQA)= [Your Result Sum of twovahies - Consensus Resuit sum of two values i Normalised [QR)
7, score within lab (IQA)= [Your Result Difference of two valuos - Consensus Rosult difforence of two
Mormalised IOR) ; ,
Tﬂu;ﬂrwrhla 3- qgi?ﬂa 1 of participant data, Normalised 10K = 0,7413 % [QR -8
Note-3: Z score 0 to £2: m::apl':ahh, 7 score +2 1o 3 MWarning Slgnal, & seore = +3 1 Unncceptabla [As par 150{1LEC
:::tiﬂ::ﬂziim-e value hetween™0 to £2° are teeted in groen colear, & score valup batwosn®£2 o £3° arv toxtod in
Orange colour. Z score value > 3 are onbend im Ted CoIOUE,

tahility testin ward done a8 por 150 135208:2015 standard. To poss
Note-5: Homogenelty a0 € g of PT sampie Aot the chock valuo (0.3*SDPA). To pass tho stabilly
{HytRehs P et andl last day sanple (&) should be smnllor than the ghock
average differgnce in O Ak T5L BEEL 1BEL B ar s
value (0.3*SDPA).
Note-6: ISHTM-!

nravided 1n the instmaction shisat ns




Page 1 aof 2
.'{5..-':"‘.-’-‘:1"-“'
s PROFICIENCY TESTING REPORT ’-.‘:'"-;’L!:"Eﬁ;i“.-'
ISHTM-AIIMS EXTERNAL QUALITY ASSURANCE PROGRAMME
NABL accredited program as per ISO/IEC 17043:2010 standard L7
Organized By Department of Hamatology, AITMS, New Delhi-110028 pC-10ar

Duration of stability testing - minimum upto 8 days at ambient temp. after dispatch of specimens

EQAP CODE No. : 3109 Distribution No.: 157-H  Month/Year: September/2022
Instrument 1D: 5K 00307

Name & Contact No. of PT Co-ordinator: Dr. Seema Tyagi (Prof.), Hematology, AIIMS, Delhi,
Tel: 90130685730, E-Mail : accuracy2000@gmail.com

Date of issue & status of the report: 07-11-2022[Final].

CBC and Retic Assessment
Among Lab (Accuracy Testing) Within Lab EPrt;nIslnn Testing)
7 Consensus
Your Consensus T i
Test | | Your | Your (Hesulls result  |{incertainty - Results ]]Ilt;-_sufz Eﬁ:ﬁlgnlg =
[ |Parameters P pesull|Result! Sum of| SUM of 2 of Assigned Emmﬁmﬂ-'"f ! Assign BE
(r:; 1 2 2 “II“EE Values 1 20 | m"m =y a
value | “Vile Values| Vot
0,52
WBC x10'ml]| ! 4.74 43 944 0,03 0.0420 0,63 | 004 0.1 00080
00050 | -0.67
REC x10%p1| 1 aTa | 473 | 947 9,38 00150 p34 | 001 0,05
01 0.0110 0,00
24,54 24.9 00410 | -054 | D1
Hb gydl 1 12.32 | 1222
00430 | -0.67
HCT% 1 418 | 41.7 | 835 H0,25 0.2890 066 | 0.1 04
00410 | -0.58
cv-fl 1 | gpz | 882 | 1764 17045 0.4740 0.64 i 0.3
MOV % !
[ paolg  |-070| 02 0.2 p.0230 | 0.00
MCH-Pg | 1 6 : Py I
‘ff 0.3 0.0300 | -0.27
MCHC-grdl| 1 | 283
7 0.61 1.20
pir, xtoypt| 1 | 208
Retic % Z
[
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COMBINED DATA VALUES OF TOTAL PARTICIPANTS

e
Taotal %
[ participants of Lahs with Z | % of Labs wi
rest parameters|S.No.| covered in the | | otal No. Scors 0-2 Sccrr: 2_3”1 Z|% nfsﬁﬁ :;m 7
current dist, | FeSPonded
157--H Among | Within | Among Within | Among | Within
WBC x107pl | 1 136 labs | lab | labs | lab | labs | lab
1
RBC x10%pl | 1 % ?E B5.76 .44 1.41 294 8.3 .62
Hb grdi 1 13 ol 90.44 41.18 3.66 2.4 5.88 5.88
HCT% : e 136 1,41 01,18 3.6 5.15 441 3.67
MOV-I 1 = 136 BO.71 BB.AT 5.86 5.08 441 515
MCH-Pg : 1l:u:. 136 o114 03,34 5,68 14T 2.94 5,15
MCHC-a/dl | 1 1 B3R | o044 5.6 5.15 7.36 141
v ‘m!! 138 136 aga7 | BB .60 E62 515 14
= l 210/l " 136 136 03,38 05,59 1,68 2.21 2.04 21
I_;;‘:E“““m z 136 107 57,2 96,26 1.87 1B7 0.93 1.87
el 136 05 [§atsfactory 199.71%, Borderline Sat. :735%, Tneatisfactory :2.04%
Comments:

1). Among Lah (EQA) : PS Diagnosis not reported, remaining results acceptable

¢ ¢ 2). Within Lab (IQA) : Precision acceptable.
Note-1: EQA (External Quality Assurance) : Your Pecformance among

the accuracy of your results,

10A { Internal Quality Asgurance) : Your Performance of comparisan of BWo consecutive measurement vl

your lah to test the precision of your autoAnRIVZAL,

Note-2: Z soore among & within lab were calculated, as per

[EQA)= (Your Result Sum ol two values - ConsEOiUE Pesult su
7 seore within lab (IQA)= {¥our fiesult Differsnce of two yalues - Consensus

valuesi{Normalised 10R) .
10 = Quartila 3 - Cuartile 1 of participant data, Mormalised 108 = g 713 2 I0R
Note-3: Z score O to +2: Acceptable, Z score +7 to =3 :Warning Signal, £ sopra = £3: Unacceptable [As par ISCHIEC
13526:2015 standard]
Note-d: Z score value hetween'D o £2°7 are tented in green colour. 7 score value between 2 to £3° are taxted in
' orange calour. Z scoré value = +% are texted in red colour,
sote-5: Homogeneity and stability testing of BT sample wera do 150 13528:2015 standard. To piass
homogeneity test, hetween sample SI {5s] ghould be smaller than the check value {0.3*SDPA). To pass the
pest, averans difference In mepsurement valies of first and last dey sample F) should be smaller than the check

walie (0. A*SDPA)
Mote-0: IE]-]TM-A.‘IJI:-IS—EQAP doas nok subcontract any tagh of its scheme
Nole-7: Participants aré free Lo use mnthndsfam]rmrnf their own choice.

Mote-8 proficiency samp are sent qantamrtp au.r.:h participant.
Note-9: All the . 1 1 design & ntation of FT, are provided in the instruction shEet a%

well as on prod;

R
various of participating labs |n T, to determine

1es within

to [SOTEC 13528:2015 standard. E score among lab

i af Lwo valies){Normalised IOR]
Result dj:EEa-r_er:m of two
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PROFICIENCY TESTING REPORT
ISHTM-AIIMS EXTERNAL QUALITY ASSURANCE PROGRAMME
NABL accredited program as per ISO/IEC 17043:2010 standard
Organized By Department of Hematology, AIIMS, New Delhi-110029

PC-1002

Duration of stability testing - minimum upto 8 days at ambient temp. after dispatch of specimens

EQAP CODE No. : 3109 Distribution No.: 156-H Month/Year: June/2022

Instrument ID: MEK-1301, SN - 00307
Name & Contact No. of PT Co-ordinator: Dr. Seema Tyagi (Prof.), Hematology,
Tel: 9013085730 , E-Mail : accuracy2000@gmail.com
Date of issue & status of the report: 28-08-2022[Final].
CBC and Retic Assessment

AIIMS, Delhi,

Among Lab (Accuracy Testing) Within Lab (Precision Testing)
Your |Consensus . Yours Consensus|
Test |g o, | Your | Your Results| Tresult (Uncertainty| - Results| Dﬁszlftz Uncertainty|
Parameters|”"  |Result{Result{Sum of sum of 2 |of Assigned|c o Diff. of| =+ of Assigned|c -0
' 2 o | values | Values 28 e, Values
& Value ‘A‘fﬁﬂf" values| “Value)
WBC x10°/ml| 1 4.6 4.6 9.2 8.4 0.0440 1.16 0 0.1 0.0120 -0.79
RBCx107u| 1 | 402 | 396 | 798 78 | oot20 0.87 | 0.06 0.04 0.0040 | 0.67
Hb g/dl 1 | 1165 | 116 | 2325 49 | o040 |-247| 005 f 0.1 0.0120 |-0.34
HCT% 1 | 432 | 424 856 | 19'.2 a 02340 | 157 03 - 04 0.0420 0.90
mcva | 1 | 1075 1071 | 2146 203 04580 142 | 04 | 03 0.0410 | 0.22
MCH-Pg | 1 .'29.4 289 | 583 63.5 0.1090 ) -2.3"1\ 0.5 03 0.0260 0.67
6 T/l (o 0.1850 [ 280 06 03 0.0310 | 0.81
-.'.‘ v ; /] .
PIt. x10°/pul 8 5 0.53 0.58
X o ,
Retic % " 2. &0, 02 |7 05 0.05 -0.51
I " =
' R A " CONSENSUS REPORT
| ast: 21-68, Poly: 7-15, Lympho; 4-10, Promyelo: 1-15,
DLC% | elo/Mono/Meta: 1-8, nRBC/Eos: 0-1
RBC 3 . T;:oininanﬂy: Normocytic/Normochromic; Moderate: Microcytosis,
Mo:phology s ) a: Mild: Anisocytosis, Macrocytosis _
o : with Monocytic Differentiation
gnosis !
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COMBINED DATA VALUES OF TOTAL PARTICIPANTS
= Total % of Labs Lahs with Z
f participants withZ | % of LabswithZ | % of 8 3
IIITcst parameters(S.No.| covered in the Total No. Score 0-2 Score 2-3 ottt
current dist. | "5Ponded | ameng | Within | Among | Within | Among Within
- 156--H labs lab lahs lab labs lab
WBC x10%/pl | 1 139 137 B4.67 8467 4.38 2,19 10.95 13.14
RBC x10%pl | 1 139 139 BT.05 87.05 4.32 5.04 B.63 7.91
Hb g/dl 1 139 139 B6.33 88.49 5.76 2.16 7.41 9.35
HCT% 1 139 137 6,51 80.51 6.57 2.19 292 7.3
MCV-il 1 139 137 B9.78 91.97 5.11 5.11 5.1 232
MCH-Fg i 130 137 B9.05 B6.H5 511 B.76 5.54 1.38
MCHC-g/dl 1 130 137 89,78 89,05 4.38 4.38 5.84 6.57
PIt. x10"/ul 1 139 137 00,51 79,05 4,38 076 5.11 2.19
ReticCounti z 139 114 07.37 41,35 1.75 965 0,88 0.04
PS Asgessment | 3 139 113 Satisfactory :04.26%, Horderline Sat. 7.15%, Unsatisfactory :3.59%
‘Comments:

1). Among Lab (EQA) : Results acceptable,
2). Within Lab (IQA) : Precision acceptable.
Note-1: EQA (External Quality Assurance) : Your Performance among various of participating lah

the accuracy of your rasults. 3
TOA { Internal Quality Assurance) : Your Performance of comparison of two consecutive measurement values within

your lab to test the pracision of your autoanalyzer.
Note-2: Z score among & within 1ab were calculated, as per to ISOYIEC 13528:2015 standard. Z score among lab
{EQA)= (Your Resull Sum af two values - Consensus Result sum of two yeluas)(Mormalised I0R)
7 score within lab (IQA)= (Your Result Diffarence of two values - Consensus Result difference o
valuas)i{Normalised IQR)
IQR = Quartile 3 - Quartile 1 of participant data, Normalised IQR = 0.7413 x IQR
Note-3: Z score 0 (o £2: Acraptable, Z score =2 to &3 WWarning Signal, ¥ score = +3 : Unacceptable [As per ISQMEC

13528:2015 standard]
Note-4: 7 score value between D to £2° are texted in green colour. Z score value between "+

orange colour. Z score value > +3 are texted in red colour.

Mote-5: Homogeneity and stability testing of PT sample were done as per 150 13528:2015 standard. To pass
hamogeneity test, between sample 5D {55) should be smaller than the check value (0.3*SDPA). To pass the stability
best, average difference in measurement values of first and last day sample (X-§) should be smaller than the check
value (0. 3*5DPA).

% in PT, to datermin

L)

f two

to +3" are texted in

task of its scheme
{' Note-7: Participants are free to use nlﬂnﬁ‘m choice.
| Note-B: Proficiency testing (FT ) 5 are's W _.H_I,‘.ll participant.
des fimpd atation of PT, are provided in the instruction sheet as

[ETLY



: PROFICIENCY TESTING REPORT
ISHTM-AIIMS EXTERNAL QUALITY ASSURANCE PROGRAMME
NABL accredited program as per ISO/IEC 17043:2010 standard

MABL Certilicate !

Organized By Department of Hematology, AIIMS, New: Delhi-110029 e s 1003

Duration of stability testing - minimum upto 8 days at ambient temp. after dispatch of specimens

EQAP CODE No. : 3109 Distribution No.: 155-H Month/Year: March/2022
Instrument ID: MEK-1301, SN- 00307

Name & Contact No. of PT Co-ordinator: Dr, Seema Tyagi (Prof.), ﬁematology, AIIMS, Delhi,
Tel: 9013085730 , E-Mail : accuracy2000@gmail.com

Date of issue & status of the report: 11-05-2022(Final]. = i
CBC and Retic Assessment A
- : / |
Among Lab (Accuracy Testing) Within Lab (Precision Testing) |
: Your |Consensus V' | Yours |Consensus |
C Test  |g njg.| Your | Your Results result |ppcertainty 7 Results D[.:;su.lftz Uncertainty| 5 ;
Parameters|"" ' |Result|Result|Sum of| SUm of 2 |of Assigned|c Diff. of - of 2 |of Assigned|c
7 1 2 2 values Values COTO B> u"?sli“esd Values
(g e
@ . : Value | (seigned Values| “yae) '
WBC x10%u| 1 | 428 | 424 8.52 8.1 0.0550 0.46 | 0.04 0.1 0.0090 -0.51
RBC x10°/pl| 1 343 | 3.37 6.8 6.8 _0.0100 0.00 | 0.06 0.04 0.0030 0.60
Hb g/dl 1 | 11.36 | 11.11 | 22.47 24 00400 |(2.06f 025 | = 01 0.0110 1.01
| HCT% 1 | 395 | 386 | 781 70.1 0.1840 223 | 09 04 0.0340 1.35
mov-L | 1 | 1152 | 1145 | 2297 | 2073 0.4150 0.7 0.4 0.0460 | 0.54
B Ga CH-Pg © 01370 [-1.66| 0.1 0:3 0.0260 | -0.90
} ® MCHC-g/dl 2,65/ 0 03 | 00310 |-0.81
j =
| pie x10%m 048] 2 5 04y | -058
AR o -0.97 | 0.1 05 0.05 -0.67
Pt = :
‘ CONSENSUS REPORT -
- 52, Myelo: 14 - 25, Meta: 7 - 16, Blast: 2-8, Lympho: 26, 2
0: 1-5 nRBC/Eos/Baso/Mono: 0 - 5 ,
ly: Normocytic/Normochromic; Moderate: Anisocytosis,
icrocytosis; Mild: Macrocytosis, Poikilocytosis
. :
Chronic Phase) ~
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D DATA VAL AL PARTICIPANT -
[ Total - z -
participants % of Labs with Z | % of Labs with Z | % of Labs with &
Test parameters|S.No.| covered in the Total No. Score 0-2 Score 2-3 Score >3
current dist, | FesPonded [ a7 o0 T Within | Among | Within |"Among | Withi
155--H labs lab labs lab labs lab
WBC x10°/ul 1 151 151 84.11 91.39 TRz a2 14.57 L7200
RBC x10°/ul 1 151 151 86.75 88.74 9,27 7.28 3.98 3.98 -
Hb g/dl 1 151 151 90.07 90.07 7.28 2.65 2.65 7.28.,
HCT% 1 151 151 93,38 90.73 5.96 5.96 066 | 331
MCV-fl 1 151 151 91.39 94.04 6.62 3.97 1.99 1.99
MCH-Pg 1 151 151 91.39 88.74 4.64 5.96 397 |= 53
MCHC-g/dl 1 151 151 94,04 94.7 5.3 2.65 0.66 2.65
Plt. x10°/pl 1 151 151 96.69 90.73 2.65 5.3 0.66 3.97
ReticCount% 2 151 119 90.76 92.44 5.88 11.76 _ 3.36 -4.2
PS Assessment | 3 151 x 121 Satisfactory :86.1%, Borderline Sat. :10.59%, Unsatisfactory>:3.31%
= ‘Comments: <03}
1). Among Lab (EQA) : CBC result for MCV unacceptable, may be due to random/human error. PS Diagnosis
] wrongly reported, remaining results acceptable o : - -
6 2). Within Lab (IQA) : Precision acceptable. e

Note-1: EQA (External Quality Assurance) : Your Performance among various of participating labs in PT, to determine

the accuracy of your results. -
- _ IQA ( Internal Quality Assurance) : Your Performance of comparison of two consecutive measurement values within

your lab to test the precision of your autoanalyzer.

Note-2: Z score among & within lab were calculated, as per to ISO/IEC 13528:2015 standard. Z score among lab ..
(EQA)= (Your Result Sum of two values - Consensus Result sum of two values)/(Normalised IQR) B .
7 score within lab (IQA)= (Your Result Difference of two values - Consensus Result difference of two

values)/(Normalised IQR) : o
IQR = Quartile 3 - Quartile 1 of participant data, Normalised IQR = 0.7413 x IQR ~

Note-3: Z score 0 to +2: Acceptable, Z score +2 to +3 :Warning Signal, Z score > =3 : Unacceptable [As per ISO/IEC
13528:2015 standard]- 1

Note-4: Z score value between”0 to =2 are texted in green colour. Z score value between“+2 to £3" are texted in
orange colour. Z score value > +3 are texted in red colour. =i

Note-5: Homogeneity and stability testing of PT sample were done as per ISO 13528:2015 standard. To pass
homogeneity test, between sample SD (Ss) should be smaller than the check value (0.3*SDPA). To pass the stability
. ( test, average diﬂ"arence»,ih";l}ﬂ' urement values of first and last day sample (x-y) should be smaller than the check

he -

act any task of its scheme -

ds/analyzer of their own choice. : ' ) 5o
nt quarterly to each participant. _ G

-
B
-
- - J.' T
=, 3 -'_"
i .



RCA & CAPA Format

Dr Bharti Path Labs

Date: 10 September 2022
Non conformity/ Issue ldentified:

e The EQAS result for the following parameters were out of range
(Z Score):
o March 2022: Hb (2.01 Warning level); MCV-fl (3.02)
o June 2022: Hb (-2.47 Warning level); MCH-Pg (-2.81
Warning level); MCHC-g/dl (-2.80 Warning level)

Root Cause Analysis:

e For two consecutive reports the Hb is coming in warning level so
an analysis was done to understand the reasons from reagents
to machinery and manpower issues.

e The reason identified was that the reagent were kept outside for
extended period while working leading to the problem.

CAPA:

e Staff again sensitized to immediately keep the reagents back in
the fridge to ensure temperature control.

Conducted By: Mr Rachit

Approved By: Dr Bharti
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