CHRISTIAN MEDICAL COLLEGE

DEPARTMENT QF CLINICAL BIOCHEMISTRY

CMC EXTERNAL QUALITY ASSURANCE SCHEME // -
MONTHLY SUMMARY REPORT - JUMNE 2023 PC- 1074
Lab Name Govl. UPHC, Arcot Lab No 9367
tituent
g?:‘?pl et Chemistry Il Date of Result Entered : 21/06/2023
PT item Lyophilized human serum based Date of Report Published : 04/07/2023
Robonik { Semi 159
1 |GLUCOSE I GOD-POD I automatic / Fully 1823 286.63 | 5.17 14.82 mgfdL -8.61 | 0.69
Automatic )
T Robonik ({ Semi
Jaffes Kinetic - 1.8
CR i 1
2 EATININE Il Alkaline Picrate 11| 2utematic ! Fully 1848 2.57 6.64 0.17 mgldL 4.53 | 0.01
Automatic )
Robonik ( Semi 102
3 |CHOLESTROL lll|CHOD-PAP Ili automatic / Fully 1804 113.73 | 4.46 5.07 mgldL -2.31 | 0.24
Automatic ) J
SDI Range Interpretation
\Within -1.00 to +1.00 Excellent.
Within £1.01 to 2,00 Good,
Within £2.01 to +2.99 Accept with caution. Warning Signal.
Beyond £3.0 Unacceptable performance. Action Signal.
LAB ADDRESS :
Govt. UPHC, Arcot
THE MEDICAL OFFICER, ARNI ROAD, TOPUKANNA, ARCOT
Arcot
TAMILNADUGE32503
“/L“Jﬂv s s e e
Coordinator Contact Details: Dr. Pamela Christudoss
Email:clingc@cmcvellore.ac.in CMC EQAS Coordinator
Contact Number: 0416-2283102 Christian Medical College, Vellore

Homogeneity and Stability of the sample is passed.
Data in CMC EQAS reports is confidential
CMC EQAS does not sub contract any components
EL TR L) E"d of Repon e

—



CORRECTIVE AND PREVENTIVE ACTION (CAPA) REPORT

|—CM‘A NO e _: AUPHC_LAB_CAPAQOI1 j
ISSUE DATE :05/07/2023 |
PRODUCT OF PROCLESS : Creatinine
CUSTOMER : Government Urban Primary Health Centre, Arcot A
BATCH/LOT NO & MANUFACTURER : CMC Vellore, EQAS June 2023 ]

SECTION 1: PROBLEM IDENTIFICATION

DESCRIPTION OF PROBLEM:

CMC EQAS Failed for Creatinine Parameter. The SDI Range for Creatinine is -4.53 (Acceptable Limit * 2.0)

Arcot Urban PHC Value for Creatinine is 1.8 whereas CMC derived value is 2.57

EVIDENCE: @ Photograph O Email O Verbal O Other O Not Applicable
SOURCE : Instrument Generated Result

CAPA INITIATOR : Poomani Lab Technician Gr-I11

DATE :05/07/2023

PROCESS : Biochemical Analysis




SECTION 2: INVESTIGATION

SOURCE CAUSE OF NON-CONFORMITY: O PRODUCT PROCESS O QUALITY SYSTEM

RESULT OF ROOT CAUSE ANALYSIS

Instrument maintenance and pump calibration not done for a prolonged time

INVESTIGATION TEAM

NAME DEPARTMENT SIGNATURE DATE

Poomani R Laboratory Technician 2N PM 10/07/2023
=Y 3

kY
Dr. Jayaprakash Medical Officer e- /k/ 10/07/2023

'

SECTION 3: CORRECTIVE & PREVENTIVE ACTION

TYPE OF ACTION REQUIRED:

TYPE OF ACTION ACTION DESCRIPTION

CORRECTIVE ACTION Called Boi-Medical service Engineer, complete maintenance and calibration
done for semi auto analyser.

RESPONSIBLE PERSON | Poomani R DUE DATE | 05/08/2023 | COMPLETION DATE | 10/07/2023

PREVENTIVE ACTION CMC EQAS (Lyophilized form of sample) should be kept room temperature
for 20 minutes (after taken out from the refrigerator) before aliquot. Further
proceed with aliquotion with sterile water and wait until complete dissolve
of lyophilized form of sample. (Atleast 30 minutes).

RESPONSIBLE PERSON | Poomani R DUE DATE | 05/08/2023 | COMPLETION DATE | 10/07/2023

PROCESS OWNER FOR IMPLEMENTATION: Poomani R Lab Technician Gr-111

SIGNATURE: K ?mul':_______




SECTION 4: REVIEW

’7‘:’!‘[’. OF ACTION REQUIRED:

CHANGES MADE AS PER ACTION EVIDENCES REVIEWED DEPARTMENT DATE

Sterile water to be used for Reviewed Laboralory 10/07/2023

aliquotion ol CMC EQAS Sample
(Lyophilized form)Process has been
changed.

COMMENTS OF CAPA COORDINATOR/REVIEWER;:

Process has been changed for CMC EQAS sample preparation rz

MED
CAPA COORDINATOR/REVIEWER NAME: Dr. Jayaprakash. [Medlml Offi RE@R\MPE::\??R‘C‘ ,517'503

DATE: 10/07/2023 ARCO

SECTION 5: CAPA CLOSURE

COMMENTS:
Instrument needs to be Standardised for once in a week. F-
cAt OFHC CENTRE
CAPA COORDINATOR/REVIEWER NAME: Dr. Jayaprakash. (Medu:’lbgﬂ MARY HEALTH o~ 5Q
NIPET DISTRICT -8
ARCOT, RANN
DATE: 10/07,/2023




CORRECTIVE AND PREVENTIVE ACTION (CAPA) REPORT

CAPA NO : AUPHIC_LAB_CAPA002

ISSUE DATE :05/07/2023

PRODUCT OF PROCESS : Glucose

CUSTOMER : Government Urban Primary Health Centre, Arcot
BATCH/LOT NO & MANUFACTURER : CMC Vellore, EQAS June 2023

SECTION 1: PROBLEM IDENTIFICATION

DESCRIPTION OF PROBLEM:

CMC EQAS Failed for Glucose Parameter. The SDI Range for Glucose is -8.61 (Acceptable Limit = 2.0)

Arcot Urban PHC Value for Glucose is 159 whereas CMC derived value is 286.63

EVIDENCE: @ Photograph O Email O Verbal O Other [J Not Applicable
SOURCE : Instrument Generated Result

CAPA INITIATOR : Poomani Lab Technician Gr-I11

DATE :05/07/2023 +

PROCESS : Biochemical Analysis




FIRL] Iy Ty rTw

| SECTION 2: INVESTIGATION

INVESTIGATION TEAM

SOURCE CAUSE OF NON-CONEORMITY: 0 PRODUCT (D PROCESS (1 QUALITY SYS

RESULT OF ROOT CAUSE ANALYSIS

rem

Instrument maintenance and pump calibration not done fora prolonged time

NAME

DEPARTMENT

SIGNATURE

Poomani R

Laboratory Technician

R foomori]

Dr. Jayaprakash

Medical Officer

¢

DATE

10/07/2023

10/07/2023

SECTION 3: CORRECTIVE & PREVENTIVE ACTION

TYPE OF ACTION REQUIRED:

TYPE OF ACTION ACTION DESCRIPTION

CORRECTIVE ACTION Called Boi-Medical service Engineer, complete maintenance and calibration
done for semi auto analyser.

RESPONSIBLE PERSON | Poomani R DUE DATE | 05/08/2023 | COMPLETION DATE 10/07/2023

PREVENTIVE ACTION CMC EQAS (Lyophilized form of sample) should be kept room temperature
for 20 minutes (after taken out from the refrigerator) before aliquot. Further
proceed with aliquotion with sterile water and wait until complete dissolve
of lyophilized form of sample. (Atleast 30 minutes).

RESPONSIBLE PERSON | Poomani R DUE DATE | 05/08/2023 | COMPLETION DATE | 10/07/2023

sicnature: K Yoot _—

PROCESS OWNER FOR IMPLEMENTATION: Poomani R Lab Technician Gr-I11




SECTION 4: REVIEW

TYPE OF ACTION REQUIRED:

CHANGES MADE AS PER ACTION EVIDENCES REVIEWED DEPARTMENT DATE
Sterile water to be used for Reviewed Laboratory 10/07/2023
aliquotion of CMC EQAS Sample
(Lyophilized form)Process has been
changed.
COMMENTS OF CAPA COORDINATOR/REVIEWER: “
Process has been changed for CMC EQAS sample preparation
ple pre o Oﬁ\cﬁ?‘ GE“'\?&
EOOR P
R QO
AR et
CAPA COORDINATOR/REVIEWER NAME: Dr. Jayaprakash. (Me(licalmmp&ﬂ\ﬁﬁi o
o
DATE: 10/07/2023 hRC

SECTION 5: CAPA CLOSURE

COMMENTS:
\‘)_/’

DATE: 10/07/2023

Instrument needs to be Stndardised for once ina week. “r ) : hLQ?Eﬁ'&CE“‘?\E
N QU WA g o
CAPA COORDINATOR/REVIEWER NAME: Dr. Jayaprakash. (Medical O”{fﬁ“‘“‘:&:& O\S‘R\C"
\!
ARCO™




ORRECTIVE AND PREVENTIVE ACTION (CAPA) REPORT

:. CAPANO SAUPHC_EAB_CAPADOS
ISSUL DATLE ‘ F05/07/2023
|l PRODUVCT OF PROCESS I cCholesterol
\ CUSTOMLER “Government Urban Primary Health Centre, Arcot
\ BATC H/l OTNO K MANUTACTURLER SCMC Vellore, LQAS June 2023 _

SECTION 1: PROBLEM IDENTIFICATION

DESCRIPTION O PROBLEM:

CMC EQAS Failed for Cholesterol Parameter. The SDI Range for Cholesterol is -2.31 (Acceptable Limit £ 240

Arcot Urban PHC Value for Cholesterol is 102 whereas CMC dervived value is 113.73

EVIDENCE: Photograph O Email O Verbal O Other O Not Applicable
SOURCE sInstrument Generated Result

CAPA INITIATOR : Poomani Lab Technician Gr-111

DATE :05/07/2023

PROCESS : Biochemical Analysis




SECTION 2: INVESTIGATION

SOURCE CAUSE OF' NON-CONFORMITY: O PRODUCT (D PROCESS O QUALITY SYSTEM

RESULT OF ROOQT CAUSE ANALYSIS

Instrument maintenance and pump calibration not done for a prolonged time

INVESTIGATION TEAM

NAME DEPARTMENT SIGNATURE DATE
Poomani R Laboratory Technician [’\?W:-‘/-"“ 10/07/2023
A
Dr. Jayaprakash Medical Officer Q- 2)‘%/ 10/07/2023

SECTION 3: CORRECTIVE & PREVENTIVE ACTION

TYPE OF ACTION REQUIRED:

TYPE OF ACTION ACTION DESCRIPTION

CORRECTIVE ACTION Called Boi-Medical service Engineer, complete maintenance and calibration
done for semi auto analyser.

RESPONSIBLE PERSON | PoomaniR DUE DATE | 05/08/2023 | COMPLETION DATE 10/07/2023

PREVENTIVE ACTION CMC EQAS (Lyophilized form of sample) should be kept room temperature
for 20 minutes (after taken out from the refrigerator) before aliquot. Further
proceed with aliquotion with sterile water and wait until complete dissolve

of lyophilized form of sample. (Atleast 30 minutes).

RESPONSIBLE PERSON | Poomani R DUE DATE | 05/08/2023 | COMPLETION DATE | 10/07/2023

PROCESS OWNER FOR IMPLEMENTATION: Poomani R Lab Technician Gr-111

SIGNATURE: R Toornorss —
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|

SECTION 4 RIVITWN

INPLOF ACTION RLQumen

CHANGES MADLE ASPIRACTION | EVIDENCES REVIEWED

4
Stevile water to be used for | Reviewed
aliguotion of CME EQAS Sample
(Lyvophilized form)Procese has heen |
thanged

COMMIENTS OF CAPA ( OORDINATOR/REVIEWER

Process has been changed for €MC EQAS sample preparation

CAPA COORDINATOR/REVIEWER NAME: Dr. Javaprakash. (Medical ”""iﬁ{d(ﬂ RANIP

DATE: 10/07 /2023

SECTION 5: CAPA CLOSURE

COMMENTS:

Instrument needs to be Standardised lor once mn o week

CAPA COORDINATOR/REVIEWER NAME: Dr. Jayaprakash. (Medical OfURBAN PR

DATE: 10/07/2023
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